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BIOMEDICAL AND BEHAVIORAL RESEARCH, 1975 


Human-Use Experimentation Programs of the Department 
of Defense and Central Intelligence Agency 


WEDNESDAY, SEPTEMBER 10, 1075 
U.S. Senate, 

Subcommittee on Health of the 

Committee on Labor and Public Welfare, 

Subcommittee on Administrative Practice and 

Procedure of the 
Committee on the Judiciary, 

Washington, D.C. 

The subcommittees met, pursuant to notice, at 10 a.m., in room 4232. 
Dirksen Senate Office Building, Hon. Edward M. Kennedy (chairman 
of the subcommittees) , presiding. 

Present: Senators Kennedy, Javits, Hathaway, Thurmond, Staf- 
ford, Schweiker, and Mathias. 

Senator Kennedy. The subcommittees will come to order. 

Opening Statement of Senator Kennedy 

This joint hearing of the Senate Health Subcommittee and the Sen- 
ate Subcommittee on Administrative Practice and Procedure will 
focus on the human experimentation programs of the Department of 
Defense. Questions will be raised about similar programs in the Cen- 
tral Intelligence Agency. 

Several years ago the Nation was shocked by the revelation of 
abuses in the human experimentation programs of the Department of 
Health, Education, and Welfare. In Tuskegee, Ala., poor illiterate 
black men were enrolled without their knowledge or consent in a syph- 
ilis experiment that denied them treatment for this dread disease for 
over 20 years. Not until the experiment was revealed by the press was 
the experiment stopped. 

In Montgomery, Ala., two mentally retarded, teenaged, poor black 
girls were sterilized without their knowledge or their parents consent. 

In the State of Tennessee thousands of women were injected with 
an experimental birth control agent, Deproprovera, without informed 
consent. The list of flagrant abuses was long. As a result the Congress 
enacted the National Research Act of 1974, which established the Na- 
tional Commission for the Protection of Human Subjects of Bio- 
medical and Behavorial Research. As a result, for the first time the 
rights of the subjects of research are given the scrutiny and protec- 
tion that they deserve. 


(l) 



2 


This Nation has long had a biomedical research program which is 
second to none. The Commission will give us a system for the protec- 
tion of subjects of research which is second to none. 

The jurisdiction of the National Commission was limited to the 
programs operated by the Department of Health, Education, and 
Welfare. That is where the known abuses were. The Commission was 
required to recommend to the Congress whether its jurisdiction should 
be broadened to cover all Government agencies involved in human 
research. I believe the Congress no longer need wait for that recom- 
mendation. I believe the startling revelations of research abuses in the 
Department of Defense and the Central Intelligence Agency make 
the strongest possible recommendation for the expansion of the juris- 
diction of the National Commission. 

The military of this Nation has a special and a very sacred trust. 
By and large the Armed Forces of the. United States have proven 
themselves worthy of that trust. The human experimentation abuses 
which have been brought to light to date, and those which will be 
brought to light today are profound violations of that trust. 

This hearing will seek to determine the nature and extent of the 
abuses. It will examine the safeguards that are built into human re- 
search projects. It will look at where and why these procedures broke 
down. It will look at what steps have been taken to eliminate the possi- 
bility of recurrence. 

The need for the Army to carry out top secret research is not in 
question here. What is in question is whether or not the rights of the 
subjects of that research have been fully protected. In this country 
ends do not, and never will, justify means. Any research which is 
conducted must adhere to the highest ethical standards. That was 
certainly not the case with the hallucenogenic drug tests conducted 
by the Army. The question is whether these standards have been 
adhered to m the more recent past, and whether they are being 
adhered to today. 

I intend to introduce legislation that will expand the jurisdiction 
of the National Commission for the Protection of Human Subjects 
of Biomedical and Behavorial Research to include all Government 
human research programs. I will also seek to make the Commission 
a permanent entity. I think it has proven its value to this Nation in 
its first year of work. 

These subcommittees have spent years studying the biomedical re- 
search programs of this country. I for one am deeply impressed by 
the dedication and skill of our scientists. By and large tne top re- 
searchers of this Nation welcomed the establishment of the National 
Commission. They recognized the importance of its mandate. They 
pledged to work with it and they have done just that. I would hope 
the Department of Defense and all other agencies doing human re- 
search would welcome and support an expansion of this Commission’s 
jurisdictiQn. Its goal is not to obstruct research but to strengthen it. 

The men and women who serve this country in the Armed Forces 
make special sacrifices for all of us. We must be sure that when they 
volunteer for human research programs, every effort is made to pro- 
tect their rights and insure their safety. The human Experimentation 
Commission can best help us to achieve that objective. 
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Opening Statement of Senator Javits 

Senator Javits. Mr. Chairman, if I may, I am very pleased to hear 
the Chairman's statement. It may he remembered that some years ago 
I became interested in this field and requested a Library of Congress 
report, which I had inserted in the Congressional Record in 1972, 
showing the dangers and jeopardy most unfairly and unwisely im- 
posed upon innocent human subjects of medical research. Thereafter. I 
joined with Senator Kennedy in respect to legislation creating tne 
National Commission, now law, which relates to HEW research funded 
activities. 

Wo have, as the Senator has properly pointed out, received very 
shocking reports respecting the Department of Defense and the alleged 
failure of tne Food and Drug Administration to provide meaningful 
monitoring of such drug testing. 

I am especially concerned about the 1974 agreement renewing and 
broadening the scope of the agreement between the Food and Drug 
Administration and the Department of Defense. So I hope to join with 
Senator Kennedy in providing the necessary statutory protection for 
the rights of individuals who participate in scientific research, not- 
withstanding the lalior of national security, wbieh, it seems to me, does 
not mean we have to destroy human beings. 

I am too much of a lawyer to assume that we have heard it all, and I 
will be deeply interested and will pay the strictest attention to the 
evidence which the Government produces; but I hope that nothing will 
be withheld from us, and that the cover of national security will not 
be used to withhold it. 

Personally I am quite prepared, if there is any claim of national 
security, to ask the Chair for executive sessions so that we may explore 
the legitimacy of such claims as a reason for nondisclosure. 

However, I believe the essential proposition is irrefutable. We can- 
not permit the cover of national security to torture human beings with- 
out effective. Government measures to protect them against even their 
own improvidence or ignorance, and that is after all the function of 
Government. 

Senator Kennedy. Senator Hathaway. 

Senator Hathaway. Thank you, Mr. Chairman. 

As Chairman of the Subcommittee on Alcoholism and Narcotics, I 
am particularly interested in the. subcommittees hearing today, and I 
want to extend to you my appreciation for your calling these hear- 
ings, and I look forward to hearing the testimony of the witnesses. 

Senator Kennedy. Senator Thurmond. 

Senator Thurmond. I thank you, Mr. Chairman. 

We are here today to inquire into the drug testing practices of the 
Department of Defense, and the Central Intelligence Agency. As a 
member of the Senate. Armed Services Committee as well as the Senate 
Judiciary Committee, I am especially interested in this area. There 
appears to be evidence that sufficient safeguards for human research 
subjects have not been utilized in the past. We are concerned with this 
aspect but more importantly, this committee is concerned with what 
safeguards are being implemented now and will be implemented in 
the future. Human life is precious. 

However, at the pres nt time, it is necessary to ultimately use human 
beings in various fom ; of drug research. It is therefore essential that 
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those volunteering for drug experimentation do so with the knowledge 
that they have been given all the information necessary concerning the 
experiments and that everything possible will be done to safeguard 
their welfare, both during and after the research. 

Senator Kennedy. Thank you very much, Senator Thurmond. 

We welcome this morning our first witness, the Commissioner of 
the Food and Drug Administration, Commissioner Schmidt, who is 
here frequently before our committee. 

We always welcome his testimony, and I think all of us are indeed 
grateful for his presence here this morning and for the comments he 
will make. 

We want to welcome you, Commissioner. As I pointed out at the 
start of the hearings, it appeared that we were seeing each other on 
almost a monthly basis for a long period of time, ana we are glad to 
have you back on a different subject matter, but I am sure you will be 
helpful to us in this subject matter as you have been in the others. 

We welcome you and your associates. 

STATEMENT OF ALEXANDER M. SCHMIDT, M.D., COMMISSIONER, 

FOOD AND DRUG ADMINISTRATION, ACCOMPANIED BY: RICH- 
ARD A. MERRILL, ASSISTANT GENERAL COUNSEL, FOOD AND 

DRUG DIVISION, DHEW; DR. JOHN JENNINGS, ASSOCIATE COM- 
MISSIONER FOR MEDICAL AFFAIRS; AND DR. FRANCIS D. KELSEY 

Dr. Schmidt. Thank you very much, Mr. Chairman. 

I would like to introduce my colleagues this morning. On my im- 
mediate left is Mr. Richard Merrill, General Counsel for the Food and 
Drug Administration. On my riglit is Dr. John Jennings, Associate 
Commissioner for Medical Affairs. On his right is Dr. Francis Kelsey 
who has been before you, as you know, and can respond to any ques- 
tions you might have about clinical investigation monitoring. 

Mr. Chairman and members of the subcommittees, I am pleased to be 
here again before your subcommittees. My purpose is to shed some 
light on the relationship between the Food and Drug Administration 
and the Department of Defense concerning clinical testing of drugs. 
This relationship is embodied in the memorandum of understanding 
between the Food and Drug Administration and the Department of 
Defense which was originally signed by the two agencies in 1964 and 
revised in 1974. 

I will attempt to outline the events that led to the original memo- 
randum of unaerstanding and describe the essence of the original and 
the revised memorandum of understanding. 

I would like, Senator Javits, to emphasize at the beginning that we 
construe the revision of the memorandum of understanding to be a 
narrowing of it, and not a broadening of it. 

Senator Kennedy. On that point. Commissioner, of course there is 
some considerable dispute, really, as to whether you even have the au- 
thority legally to make such an understanding. 

I think we will get into that sometime later, but, as I understand, 
even within your department there is a question about the authority 
and the legality of the initial memorandum, let alone the secondary 
follow-on memorandum which you describe as being narrower than 
the first one. 
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As I understand the question of the legality, that is perhaps not in 
your mind but within the department and certainly within GAO it is 
very much an open issue. 

Dr. Schmidt. I understand the GAO question is whether we have 
the authority to monitor DOD research. Other questions have been 
raised which we can discuss. 

The 1962 drug amendments to the Federal Food, Drug, and Cos- 
metic Act confirmed and strengthened the Food and Drug Administra- 
tion’s authority to exercise control over distribution of investigational 
drugs. 

In January 1963, FDA issued regulations governing the distri- 
bution and use of new drugs for investigational use. 

These regulations transformed a system that was entire|y unregu- 
lated, except by the sponsors and investigators themselves, into one in 
which clear and strict investigator responsibilities were imposed. You 
will recall that during my appearance of July 10, 1975, 1 provided the 
subcommittees with detailed background of the history and regula- 
tion of clinical investigations in the United States. Since that testi- 
mony is in the record of that hearing, I will not repeat it today. 

On March 28, 1963, soon after issuance of FDA’s notice of claimed 
investigational exemption for a new drug regulation, (IND) Brig. 
Gen. Robert E. Blount, commanding general at the U.S. Army Medi- 
cal Research and Development Command, instituted discussions with 
former FDA Commissioner Larriek and staff concerning the require- 
ments for clinical investigators working under the auspices of military 
authority. At that time the Department of Defense was developing 
their own regulations applicable to all use of investigational drugs 
under their auspices. DOD’s draft regulations imposed much the same 
kind of controls provided for in FDA’s IND regulations. 

At the. March 1963 meeting, the question of handling reports of 
classified investigations arose. Department of Defense representatives 
were advised by FDA staff that it would be possible to develon ar- 
rangements under which DOD, in the conduct of clinical trials classi- 
fied for reasons of national security, would take full responsibility for 
the safety of the subjects, including the adequacy of preliminary 
investigations. 

Senator Kennedy. Just on that point, was it your understanding 
that the system that was going to be set up by DOD would have been 
reviewed by FDA, as far ns its propriety and whether it complied 
with the memorandum of understanding? 

Dr. Schmidt. Yes. In brief, what happened was that the DOD 
asked FDA if their regulations would satisfy the safety requirements 
of the law. 

They submitted draft regulations to us and we reviewed them. Parts 
of them were questioned by FDA staff, and there were a number of 
meetings in both agencies. At the conclusion of these meetings, it was 
determined by FDA that the DOD regulations were satisfactory and 
even exceed the FDA requirements. 

It was obviously FDA’s judgment, at that time, that the procedures 
that DOD provided to us and said they would follow, satisfied the 
requirements of the law' and satisfied us. This was the rationale of 
why the agreement — or memorandum of understanding — between the 
two agencies existed. 
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Wo felt content that DOD procedures would suffice. 

In such instances, it would not be necessary for DOD to file claims 
for investigational new drug exemptions with FDA. The two 
agencies agreed that it would be desirable for FDA employees hold- 
ing proper security clearance to have access to the records covering 
such studies so they could obtain that information which might be 
of benefit with respect to the use of the same or similar drugs in 
civilian populations. 

The Commissioner at that time, who was George P. Larrick, stated 
in a May 21. 1063, memorandum to then Secretary Celebrezze: 

We need the reports of oil investigations conducted In the United States so 
that we may establish a central Index of adverse reactions and thus be pre- 
pared to cause discontinuance of proposed new tests which would merely repeat 
studies that have already shown an investigational drug to be dangerous to 
health. 

Growing out of these early discussions with DOD, a memorandum 
of understanding was adopted between the Department of Health, 
Education, and Welfare and the Department of Defense concerning 
the investigational use of drugs by the Department of Defense. This 
memorandum, which became effective on April 8, 1964, provided 
that : 

( 1 ) FDA would not require an IND submission where an investiga- 
tion classified for reasons of national security was to be conducted ny 
DOD. DOI)’s review and controls, as laid out in their regulations, were 
accepted as adequate for protecting human subjects. These controls 
required advance approval by a DOD Review Board and the Surgeon 
General of the. particular defense establishment. However, DOD 
would report, to FDA unclassified findings associated with classified 
investigations. Additionally, DOD would discuss its classified investi- 
gations of drugs on a frcqquent. basis with FDA personnel who have 
proper clearance. 

(2) Where, an unclassified investigation was conducted in DOD 
facilities or under a DOD contract, the IND submission could consist 
of the supporting data submitted to the appropriate DOD review 
Board, the Review Board's evaluation and approval, and the appro- 
priate Surgeon General's approval. 

It was felt that the combination of these documents would provide 
the information that was in the. IND exemption. 

(3) Where DOD .facilities were used to test a drug sponsored by 
the pharmaceutical industry, FDA’s regular IND requirements had 
to be complied with fully. 

Senator Kennedy. .Tust before, going on further, may I ask you 
about this final sentence, on point 1, about DOD would report to 
FDA unclassified findings associated with classified investigations. 
Additionally, DOD would discuss its classified investigations of drugs 
on a frequent basis with FDA personnel who have proper clearance. 

Can you tell us how often you have met. 

Dr. Schmidt. As far as we know, during the period between the 
fimo the 1964 memorandum of understanding became effective and 
now, there have been four meetings between DOD staff and FDA staff. 

Of these four meetings, I know very little about one. We have 
very little written about that meeting. We have memoranda about 
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two meetings. These memoranda clearly show that at these two 
meetings there was an exchange of information and reviews of classi- 
fied types of investigations by DOD personnel for FDA personnel. 

The fourth meeting was fairly casual, and I am not sure that there 
was a systematic review o.f information as in the other two meetings. 

I do not know how useful any of these reviews were in doing other 
than providing a kind of an overview for FDA about what kinds 
of classified research were being done. 

I find it hard to believe that the meetings were directly relevant 
to the principal subject of the hearing this morning. 

Senator Kennedy. Effectively, as I gather from what you said, 
there were two substantive meetings — at least in which substantive 
material was discussed over a period of 11 years 

Dr. Schmidt. That is correct. It is clear that there were very few 
times. As I have said someplace in my testimony, it was really rather 
minimal, and certainly did not represent oversight by the. Food and 
Dmg Administration of the conduct of DOD research. 

Senator Kennedy. How often should the meetings have taken 
place? 

How long, if you had your druthers, would be a meaningful kind 
of interaction with this kind of program? 

Dr. Schmidt. This really gets into our review of the 'memorandum 
and what we thought at the time of reviewing it. 

Senator Kennedy. I,f you thought FDA was really doing an effec- 
tive job of oversight and DOD was interacting with it, how often 
would you need to meet and how extensive would these reviews be? 

Dr. Schmidt. It is my view that we should have, at least, an 
annual formal review of classified research being done by DOD. 
Furthermore, it was our view that only classified research should be 
exempt from the investigation of new drugs (IND) provisions of the 
law and/or regulations. This is what I meant when I said the current 
memorandum narrowed in effect the first, memo of understanding. 

I would immediately raise the question though, as to what the pur- 
pose of the annual review of classified research is. I think that it is one 
thing to sit in a room and listen to a presentation_by the Department 
of Defense about the kinds of classified research that is going on with- 
in that Department, and quite another thing for the Food and Drug 
Administration to exercise some type of monitoring and control func- 
tion of that research. 

There is a very serious question in my mind as to whether or not the 
Food and Drug Administration should lie in the business of exercising 
any control over such things as weapons research done by the Depart- 
ment of Defense. 

Senator Kennedy. In your renewal in 1974, it is indicated in your 
memorandum of understanding in a paragraph — and I will include it 
in the record — experience in operating under this memorandum of 
understanding from 1964 to 1974 indicates that DOD adheres to the 
standards of FDA, human subjects having been adequately protected 
in DOD sponsored studies, and DOD has been able to carry out its 
responsibilities. 

[The memorandum referred to follows :] 
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{From the Federal Register, Vol. 39, No. 231— Not. 29, 1974) 
Investigational Use of Drugs by the Department of Defense 

MEMORANDUM OF UNDERSTANDING BETWEEN THE FOOD AND DRUG ADMINISTRATION 
AND THE DEPARTMENT OF DEFENSE 

Pursuant to the notice published in the Federal Register of October 3, 1974 
(39 FR 35697) that future agreements or memoranda of understanding between 
the Food and Drug Administration and others would be published in the Federal 
Register, the Commissioner of Food and Drugs Issues the following notice * 

A Memorandum of Understanding was approved and accepted by the Food 
and Drug Administration and the Department of Defense on August 19, 1974 
and October 24, 1974, respectively, replacing one that was signed in 1964. This 
memorandum, which establishes procedures to be followed by the Department 
of Defense and the Food and Drug Administration regarding the Investigational 
use of drugs by the Department of Defense, reads as follows: 

MEMORANDUM OF UNDERSTANDING BETWEEN THE FOOD AND DRUG ADMINISTRATION AND 

THE DEPARTMENT OF DEFENSE CONCERNING INVE8TIOATIONAL USE OF DRUGS BY THE 

DEPARTMENT OF DEFENSE 

The Department of Defense (hereinafter called DOD) and the Food and Drug 
Administration of the Department of Health, Education, and Welfare (herein- 
after called FDA) hereby jointly agree- to the te rms and conditions as described 
herein. 

Purpose 

To establish the procedures to be followed by the Department of Defense and 
the Food and Drug Administration regarding the investigational use of drugs by 
the Department of Defense. This Memorandum of Understanding, when signed 
by representatives of the agencies, replaces the current Memorandum of Under- 
standing signed in 1964. 

Background 

Section 505(a) of the Federal Food, Drug, and Cosmetic Act, as amended by 
section 1(M of Pub. L. 87-781. 76 Stat. 784 ; 21 U.S.C. 355(a) (1970) established 
procedures for the approval required before a new drug can be introduced into 
interstate commerce. Section 505(i) of the act (21 U.S.C. 355(1)) establishes 
exemptions from the approval procedures for drugs which will be used only for 
manufacture of other drugs or for investigational purposes. That section pro- 
vides the authority for the regulations to give effect to the general guidance of 
the statute, promulgated in 21 CFR 312.1 (formerly 130.3) by Secretary of 
Health, Education, and Welfare. These regulations establish the procedure and 
prescribe the necessary forms to be filed in order to exempt drugs to be used only 
for investigational purposes from the approval procedures of the Federal Food, 
Drug, and Cosmetic Act. 

A Memorandum of Understanding was executed by the Departments of Defense 
and Health, Education, and Welfare in 1964 to state the procedures that will be 
followed to ensure that the requirements of the Federal Food, Drug, and Cosmetic 
Act and the investigational drug regulations issued under that act are fully met 
without jeopardizing or impeding the requirements of national security or the re- 
quirements of Federal laws and regulations relating to such use of drugs. 

The Surgeon General of each Military Department has established within his 
oflftee a formal “Review Board” which carefully considers each research proposal 
from Its own agency or from outside contractors or grantees which involve the 
use of human subjects in the clinical investigation of new drugs. Each "Review 
Board” is staffed with highly qualified professionals capable of performing com- 
petent review of such research proposals to ensure adequate protection of human 
subjects. The DOD assumes full responsibility for the protection of all human 
subjects involved in research under its sponsorship whether this involves in- 
vestigational drugs or other hazards. Before a clinical test may be performed 
with an investigational drug, the plan of the test and other pertinent details must 
be submitted to the appropriate “Review Board,” the Board must indicate its 
approval, and the approval must be confirmed by the appropriate Surgeon Gen- 
eral. 

Experience in operating under this Memorandum of Understanding from 1964 
to 1974 indicates that the DOD adheres to the standards of the FDA ; that human 
subjects have been adequately protected in the DOD-sponsored studies ; that the 
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DOI) hat* been able to effectively carry out its responsibilities for national se- 
curity without compromise of the intent of the above-cited statutes and regula- 
tions; and that certain exemptions provided the DOD from meeting the ordinary 
requirements of the investigational new drug regulations are no longer neces- 
sary. Accordingly, the DOD and the FDA agree to the following new procedures 
to meet the requirements of the Federal Food, Drug, and Cosmetic Act concerning 
investigational use of drugs : 

I. SUBSTANCE OF AGREEMENT 

The Food and Drug Administration and the Department of Defense agree that : 

1. Clinical investigations that are classified for reasons of national security 
will not require the filing of a formal “Claim for Exemption” to the FDA. The 
DOD shall lie solely responsible for determining the security classification of such 
research projects. Approval by the appropriate “Review Board” and Surgeon 
General of a test classified for reasons of national security will automatically 
exempt the drug tieing employed from the application of the new drug section of 
the Food, Drug, and Cosmetic Act during such investigational study. The DOD 
will report to the FDA unclassified findings associated with such studies which 
the FDA should be aware of In order to make a sound evaluation of non-classified 
studies proposed on the same or similar drugs. Additionally, the DOD will dis- 
cuss its classified investigations of drugs on a frequent basis with personnel from 
the FDA who have proper security clearance. 

2. When the unique requirements of the military dictate the extensive use in 
military personnel of drugs w T hieh, though not yet approved, have been tested 
under the investigational new drug regulations sufficiently to establish with rea- 
sonable certainty their safety and efficacy, special ad hoc review' and approval for 
such use will lie effected expeditiously through joint action by representatives of 
the Department of Defense and the Food and Drug Administration to ensure 
timely response to the military need. The DOD will report to the FDA findings 
associated with such use which the FDA should be aware of in order to make a 
sound evaluation of other studies proposed on the same or similar drug. 

3. In all other cases involving the clinical testing of investigational drugs under 
programs sponsored by the DOD and conducted either by the DOD within its 
own research facilities, or for the DOD by a contractor or grantee, the ordinary 
provisions of 21 CFR 312.1 (formerly 130.3) of the Code of Federal Regulations 
governing the investigational use of new’ drugs in human beings shall be followed. 

ii. name and address of participating agencies 

A. Department of Defense. Washington, DC 20314 

B. Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852 

III. T.IAISON OFFICERS 

A. Col. Edward J. Huycke, Director, Professional 8ervices, Office of the Assistant 

Secretary of Defense (Health and Environment) Washington, DC 20301. 

B. John Jennings, M.D., Associate Commissioner for Medical Affairs. HFM-1, 
Food and Drug Administration, 5600 Fishers Lane, Rockville, MI) 20852. 

IV. PERIOD OF AGREEMENT 

This agreement, w’hen accepted by both parties, covers an indefinite period of 
time and is subject to modification by mutual consent by both parties. 

V. AUTHORITY 

This agreement is entered into under the authority of the Economy Act, ap- 
proved June 30, 1932, as amended, 31 U.'S.C. 686. 

Approved and accepted for the Department of Defense. 

V. McKenzie, 

Acting Assistant Secretary , Health and Environment. 

Date : October 24, 1974. 

Approved and accepted for the Food and Drug Administration. 

A. M. Schmidt, 

Commissioner , Food and Drug Administration. 


Date : August 19, 1974. 
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Effective date 

Thin Memorandum of Understanding became effective on October 24, 1974. 

Dated : November 21, 1974. 

Sau D. Fine, 

Aaaociate Commitaioner for Compliance. 

IFR Doc. 74-27872 Filed 11-27-74; 8:45 am] 

Senator Kennedy. I suppose the question of how you know that 
basis in light of the fart that you lmve only had a couple of meetings. 

I)r. Sciimidt. First, that was based on the few letters and memo- 
randa from the Department of Defense, which we accepted. Second, 
those* IND's that were submitted by the Department of Defense, dur- 
ing this period, met our requirements for IND’s. Our assumption that 
the agreement was satisfactory was based principally on these two 
things: 

( 1 ) The fact that the IND’s that we did have were good, and 

(2) That the form of communication that we received was reassur- 
ing to us. and we accepted them at face value. 

Senator Kennedy. It was not on the basis of these meetings that 
were being developed? 

Dr. Scum nm Dr. Ley made his visit in 1967 and found that visit 
reassuring. His memoranda and the other memoranda of that type in- 
dicated that they found no problems. 

Senator Kennedy. As you look back on it, how do you react to the 
kinds of protection that were being granted ? 

Dr. Schmidt. I think it is very clear that the Food and Drug Ad- 
ministration cannot monitor or control the performance of classified 
human research by the Department of Defense. 

Senator Kennedy. In terms of the kinds of assurance that you gave 
to the public, then signing another memorandum of understanding, 
it would appear from the language that you are giving to the public, 
the assurance that there are adequate protections of human subjects. 
That was part of the basis for your continuation of the new memoran- 
dum of understanding. 

Granted, hindsight, I think quite frankly that the kinds of mate- 
rials that we have seen to date make it difficult for me to believe that 
there could be those kinds of assurances — granted now in hindsight — 
but what would you say about the kinds of protection that would be 
given to human subjects? 

Dr. Schmidt. In hindsight I will repeat that the Department of 
Defense regulations were satisfactory to us. If it is clear that the 
Department of Defense in some instances did not follow those regula- 
tions, their own regulations, then this identifies a problem. 

The question which then obviously arises is whether or not the 
Food and Drug Administration should have played some part in 
seeing to it that the Department of Defense regulations were followed 
by the Department of Defense. This raises the question of whether 
the FDA has an oversight function over classified research. 

Senator Kennedy. And what do you say about that? _ 

Dr. Schmidt. This morning I still have real problems with the idea 
of the Food and Drug Aaministration being responsible for the 
accountability of the Department of Defense in following their own 
regulations. 

Senator Kennedy. Do you think then that you have a right to sign 
away what h*;s been given to you as statutory authority ? You cannot 
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really have it both ways. You cannot sign away statutory authority 
to the Department of Defense, and get up guidelines and ask for as- 
surances that there are going to be certain protections and then write 
in your memorandum that you are satisfied because these protections 
with human subjects are going to be there, and then come to us and 
say, well, I do not know whether we should be in the position of over- 
seeing the Department of Defense. 

If you are not going to be in the position of overseeing the Depart- 
ment of Defense on the issue of the protection of human subjects — 
and that is what we are really talking about here 

Dr. Schmidt. That is correct. 

Senator Kennedy (continuing] . Then do you think that you are 
justified in writing off your authority, your statutory authority, to 
the Department of Defense ? 

Dr. Schmidt. We do not feel that we wrote off the authority. We 
were satisfied that the Department of Defense had regulations that 
met the requirements of the law. 

"What we did, in effect, was defer to the Department of Defense 
in t he area of classified research. We assumed that the Department of 
Defense, their Surgeon General, their review board, would see to the 
protection of the subjects. 

Giving the authority to the Surgeon General and having the review 
board of the Department of Defense oversee this seems perfectly rea- 
sonable to me. I think that is a reasonable assurance. 

If it turns out that that is an unreasonable assurance, in light of 
recent findings,- we will certainly rethink that. If you sit and think 
through, step by step, what an oversight function by the FDA would 
mean, particularly when we found something that might be disturbing, 
you will find that we would be in a position of stopping classified re- 
search that might entail national security matters. 

I am not saying that it is improper for the FDA to be involved in 
these matters, but I am disturbed by it. We have not had time for dis- 
cussions with you and with other people to know right now whether 
or not this is the wise thing. 

I am disturbed at the idea of putting the Food and Drug Adminis- 
tration in the middle of the kinds of research that have to do with na- 
tional security, the evolution of weapons systems and this sort of thing. 

The accountability of the Defense Department is really the question 
to me, and if we are to see to it, fine, but I am not sure that is the only 
way. 

Senator Kennedy. It is my understanding, Mr. Commissioner, that 
the Congress by statute gave the Food and Drug Administration the 
responsibility for the protection of human subjects in the area of drug 
experimentation. 

It is further my understanding that at some time, according to these 
memoranda, that you made the agreement with the DOD, and you say 
to your own satisfaction, that there was going to be a sufficient kind of 
oversight in the protection of human subjects, that they were going to 
develop protocol, or that they had, but your initial memorandum was 
that they are going to, and then you were satisfied that they had. 

Dr. Schmidt. Yes, sir. Their regulations were satisfactory. 

Senator Kennedy. As your legal counsel points out on that one issue 
about whether you had the authority to do it, in a July 28 memoran- 
dum, he points out — and we will put it all in the record — I wonder 
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whether we should reconsider the propriety of this exemption — refer- 
ring^to the exemption of the Memorandum of Understanding of the 

The General Accounting Office has been looking into this exemption, 
and has concluded that it is not legal under the terms of the Food and 
Drug and Cosmetics Act, and that the primary reason why we granted 
the exemption, so that this agency should not handle classified security 
matters, that this premise would not hold on close scrutiny. 

Further down in the memorandum he states: “Thus we are abdicat- 
ing our statutory responsibility in this area out of the desire to be 
courteous to the Department of Defense.” 

I am just wondering when your own legal counsel and when GAO 
wonder about the legality of the transfer — and certainly I do not know 
how one agency of government can in a memorandum or understanding 
reassign statutory authority that is granted by the law — but I think it 
is a serious legal question in terms of your own legal staff. 

Second, you give in your statement assurance to the public that hu- 
man subjects have been adequately protected in the DOD sponsored 
studies and you do not know that of your own information. You take 
that on trust or confidence that the DOD is enforcing their protocol. 

I just wonder what we have here in terms of the protection of human 
subjects in this. 

Dr. Schmidt. In regard to your last point, you are entirely correct 
For our own assurance about protection of human subjects 

Senator Kennedy. You could not really give it, could you, Mr. 
Commissioner. 

Dr. Schmidt. No, sir. 

Senator Kennedy. That part of the memorandum that would ap- 
pear before the public, saying there are adequate protections, really is 
not justified on the information that you have within your own agency, 
is that correct? 

— Dr. Schmidt. For classified research, we know essentially nothing 
about how it was conducted. 

Senator Kennedy. On the question of the protection, you are not 
asking here about whether you knew or did not know about the par- 
ticular kinds of drug experiments, but on the question of the protec- 
tion of human rights? 

Dr. Schmidt. That is correct. 

Senator Kennedy. And you cannot really give that part of your 
memorandum that was published, that said the human subjects nave 
been adequately protected in DOD sponsored studies — that is not cor- 
rect, as I understand, based upon your information? 

Dr. Schmidt. From my own first hand information, we cannot 
make that statement. You are absolutely correct. 

In regard to the legal question, sir, there are two legal issues being 
fused when you lump together what GAO has said and what one or 
our legal staff has said. 

The memorandum you are reading from was a kind of questioning 
paper prepared by a member of the General Counsel staff, and I will 
ask Mr. Merrill to speak to the issues you raised about the legality. 

Mr. Merrill. Mr. Chairman, that memorandum was sent to me by 
a member of my staff and with the advantage of the hindsight of the 
last 8 months, says in substance : “We do have a problem nere. The 
assumption that we made originally, that proper procedures were 
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being observed may no longer be valid. And if it is no longer valid, 
we do have a legal question about the validity of the agreement.” 

I would agree with that analysis but I do not want the record to 
show that I advised the Commissioner that the agreement itself was 
invalid. 

Senator Javits. Mr. Chairman, may I have just one question? 

Senator Kennedy. Surely. 

Senator Javits. Mr. Commissioner, first, you are aware, in the first 
place, that you function under the Secretary of Health, Education, 
and Welfare? 

Dr. Schmidt. Yes, sir, that is correct. 

Senator Javits. Are you aware of the fact that when two Cabinet 
officials have a difference, it is the tradition of our Government that 
that difference is referred to the President, and that we have made 
provisions in law before, and we can again, mandating that? 

Did you ever take this question up with your superior, the Secre- 
tary, and say, “I am having a problem with the Secretary of Defense, 
and this is now in your province, and the President ought to settle 
it”? 

Dr. Schmidt. No, sir, because, until very recently, I did not realize 
that there was a problem that the 1974 Memorandum of Understand- 
ing would not solve. 

Senator Javits. One other question. 

Your Memorandum of Understanding of 1964 said, and I quote from 
the bottom of page 3 of your own statement, and from the revised 
memorandum of 1974 itself : 

Additionally, DOD wonld discuss its classified investigations of drugs on a 
frequent basis with FDA personnel who had proper clearance. 

Do you call three meetings, at the most, in 11 years a frequent 
basis? 

Dr. Schmidt. No, sir: I certainly do not. 

Tn my testimony. I called it minimal. 

Senator Javits. Tn that case, do you then agree there was something 
less than appropriate supervision, oversight cooperation — call it any- 
thing — respecting your duties when it applied to the DOD? 

Dr. Schmidt. Absolutely. 

There was minimal contact, however, I understand why it was 
minimal. 

Senator Javits. What is your understanding? 

T do not quite get that. 

Dr. Schmidt. Clearly, if I tried to put myself in the place of the 
individuals who were involved; Dr. Ley went out to Fort Detrick 
and received a briefing, came back home and wrote it up, and it. went 
in the safe. 

Tf I were invited to go out and do that, T would look at the amount 
of time I have on the one hand and the number of things I have to 
do on the other. I might put that briefing off because we would not, as 
a result of a briefing, do anything more than we were prenared to. 

The question that is now before us is — what is the oversight function 
of the FDA of DOD in classified research ? 

Senator Javits. Is it not a fact that notwithstanding these under- 
standings — this recognition — that you have gone exactly the same 
route in 1974 and given up your authority ? 

Dr. Schmidt. Again I quarrel with the phrase “given up the au- 
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thority.” What we did was to narrow die agreement in the area of 
nonolassified research, but we retained that provision for classified 
research. 

Senator Javits. It seems to me you haTdly narrowed the agreement 
when your 1974 agreement not only applies to classified research but, 
to quote you, “ meet requirements of the military.” 

It seems to me you broadened it. 

Dr. Schmidt. No, sir, that is not correct. 

Senator Javits. But what does paragraph 2 mean when you say 
unique requirements of the military dictate the extensive use by mili- 
tary personnel of drugs which have not yet been approved, which have 
not yet been tested under the investigational new drug regulations 
sufficiently to establish a reasonable certainty of their safety and 
efficacy and so on ? 

Dr. Schmidt. That means that in the covered research, there is no 
exemption for that research whatsoever. It means that in those in- 
stances wherein there are special needs of the military — which indeed 
there are — we would recognize that and facilitate or do whatever is 
necessary to meet the needs of the Department of Defense. 

Senator Javits. Mr. Commissioner, it seems to me that you have 
overwhelmed — not you, but your organization — you have over- 
whelmed, but let us hope not been intimidated by the DOD in 1964, 
and it still continued in 1974, and we have to do something about it. 

Dr. Schmidt. No. 

Knowing what one knows now, it is very easy to make very broad 
general statements, and you may be entirely right. 

I rather imagine that back in 1964, sensing the times, I might very 
well have agreed with the memorandum as it was then structured. 

Clearly I feel now that the memorandum that was then structured 
was not appropriate, and we revised it, except in the. area of classified 
research. I freely state — and have now stated several times — my con- 
cern about putting the Food and Drug Administration in the middle 
of the kinds of research t hat I suspect was being done. 

Senator Javits. You are not quite in the middle, as I have just 
pointed out, in this and many other situations. 

Where there is a difference between two Cabinet officials, each is 
bound by law to submit this to the President. It is traditional practice, 
and it should and can be done here, and I do not think that excuses 
would lie needed from foregoing legal responsibilities. 

Senator Kbnnkdy. Just on this point, Mr. Commissioner, as I under- 
stood, in the memorandum of understanding which was signed in 
1964 — and we will include that in the record — it says the Surgeon Gen- 
eral of each military department has established within his department 
a form of review board which carefully considers each research proto- 
col from its own agency or from outside contractors which may involve 
the use of human subjects in a clinical investigation of new drugs. 

In the regulations by the Army — and I would include that in the 
record — signed off in August 1972, it talks about-compliance with the 
memorandum of March 1962, the separate memorandum of understand- 
ing, that the Director of the Biomedical Laboratory would submit 
through the U.S. Army Materiel Command all research protocols 
within proposals for studies utilizing volunteers as subjects for in- 
vestigation of representative compounds of new classes of cnemicals not 
previously approved. 

[The memorandum referred to follows :] 
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Doparimeiit of Defence Irtat tike f lb ft* ’ . ‘ 

Investigational Use of Drugs by the department of Oefafrip; 


Ref itra:.:-.ii (>) Drur, regulations a pu blichod by Department of Health; Education 
and Welfare (21 CFR 120.3) -I' 


Tnin Instruction specifies the manner In which the regulations cited in 
rvfer.no.* (u) will be applied to the investigational U3<# of drugs by the '* 
D: part;., it. t of LciVnu *• .. /> 


II. APPLICABILITY 


The provisions of this Instruction apply to all DoD Components and their 
cor.tra/t t/a a.- grantees engaged in the investigational use of drugs. 


. tV'* 1 ' 1 * * • f * ■** v * 
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rt. Th ■ .✓ p;rurwnt of Defers assumr.-s full responsibility for the pvo- 
t- • . t i ji. s: hvjjanu involved lr. research under its sponsorship whether 
this involves investigational drugs or otho .• hazards. 

3. Each Militac Department will establish within the office of its 
Sur-.** n General a fomal Review Board of pi*;! aslonal personnel to 
::>r.s: Jer oa.d; research proposal from within that Jiiiitary Department 
or frjm its tractor- or grantees which bu> involve the use of 
i .wav: c.bj-.ots in tho clinical investigation ■ r.ow drugs. Before a, 
test with or. investigational drug i * bt perfonvad under the 
op*..:, .rsnip oi a Military Depart: -vent * 

1. the plan of the test and other pertinen ; < at 11s must be submitted 
to the appropriate Review Board, 

2. tnw Bouri m-st indicate its approval, and 

.3* the approval ;iust bv % conf Irani by the respective 3 urge on General. 
Hi. KEPCP .3 


A. Clin* :ul Inv r ti^atloi..: that nr? classified for reasons of national • 
sc- o.. ,-ity will r.ot xv-iulrv the fixing of a formal "Claim for Exemption” 
v- *»..■ Depart:. -at ;f health. Education, ar.d Welfare. Approval of the 
t?..t oy tiiC upprupriute Review Board and Surg^o.: General will iuto- : 
statically exempt the drug being employed from the application of the* 
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new drug section of the Food, Drug, end Cosmetic Act dufirtg'-'tte";;.- f 
investigational study.. The Military Departments will rbport ioTttfd '[fJ t 
Food end Drug Adaiii.' « ration ( copiou to OSD unnecessary) bindings ua^vf 
soeiated with such tudloc which FDA should be aware jf iiif order, to :j/. 
make a sound evaluation of non- classified studies proposed on the samop 
or similar drugs. Additionally > the Military Dopartrr.ehts, vlli diacues V 
their classified investigations of drugs periodically with FDA personnel 
who have proper security clearance* 


B. In the case of uon-classlfied security research programs sponsored 
by the Department* of Defense and conducted within its research 
facilities or for tno Depo tment upon contract, copies of the 
request for approval subm/tted to the appropriate Review Board, 
the Review Board's evaluation and approval, ana notice of approval 
by the appropriate Surgeon General will be filed with the FDA as 
the claim for exception for the investigational drug. 


C • * When the Department of Defence performs clinical tests upor. now 
drags being sponsored by the pharmaceutical Industry, the ordinary 
claim for exemption (Form 1571 of the Investigational Drug Begat 
la t Ion a) will be filed with the FDA. 


v. effective; DATS and implementation 

This Instruction is effective immediately. Two copies cf implementing 
instructions shall be forwarded to the Director of Defense Research 
and Engineering witnir. sixty days. 


J A uvtf d 


HAROLD BROWN 

Director of Defence Research and Engl.ioeilng 


Inclosure -1 

Memorandum cf Understanding 
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MEMORANDUM OF UNDERSTANDING 

BETWETM THE D5PA?CTEIfr OF HEALTH, EDUCATION, AND WELFARE, /TP TME 
DEPARTMENT OF DEFENCE COTjCERTg^G INVESTIGATIONAL USE OF DRUGS 
BY TBS DEPARTMENT OF DEFENSE 

Background 

Section 505(a) of the Federal Food, Drug and Cosmetic Ac t, as amended 
by Section 10h of P. L. 37-731, 76 Stat. 76 U, 21 U.S.C. Sec. 355, (1962 
Supp.) established new procedures for the approval required before the 
new drug can be Introduced into Interstate commerce. Section 355(i) of 
Title 21, United States Code (1962 Supp.) establishes exemptions from 
the new approval procedures for drugs which will be used only fur manu- 
facture of ether drugs or for investigational purposes. That section 
establishes the general basis for exemption and provides that the Secretary 
of Health, Education, and Welfare shall promulgate r< (relations to give 
effect to the general guidance of the statute. 

On January 8 , I>o 3 . the Secretary published the regu.‘ c.tions in 26 Federal 
Register 179 (i 960 ;; the regulations will eventually ipiear in Title 21, 

Part 130, Section 130. 3 of the Code of Federal Reguliticns. These regu- 
lations establish the procedure and prescribe the necessary forms to be 
filed in order to exempt drugs to be used only for investigational pur- 
poses from the* approval procedures of the Food, Br.g -ad Cosmetic Act. 

Purpose 

The purpose uf this Memorandum of Understanding is t: stite the procedures 
that will be followed by the Departments of Defense oil iealth. Education, 
and Welfare to insure that the requirements of the Fzlzril Foou, Drug, and 
Cosmetic Act and the investigational drug regulations is rued under that Act 
are fully met without jeopardizing or impeding the re jui-ementc of national 
security or the requirements of Federal laws and regulations relating to such 
use of drugs. 

The SuiY-xn - Military Department lias Ishod 

vitliin his office u .‘er.rnl "he view Board” vliich carefull; considers each 
research proposal from its own agency or from outside :ontractors which 
may Involve the use of human subjects in the clinical investigation of new 
drugs. Each "Review Board" is staffed with profession ll people capable of 
performing competent review of such research proposals t( insure udequate 
protection of human subjects. The Department of Defense assumes full re- 
sponsibility for the protection of humans involved in et eerch under its 
sponsorship whether this involves investigational drugs <r other hazards. 
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Before a clip . leal * e. t smy be performed with an investigational d 
the plan of the t.*. t an. ' iner pertinent details must be submitted to 
the appropriate "h-vl./w D^arl," the Board must indicate its approval, 
and the approval .must be confirmed by the appropriate Sure eon General. 


Agreement 

Under these clrcum-t^nco;:, the Departments of Defense, and Health, education, 
ami Welfare ayre- chut th_ following procedure meets the r requirements of the 
Food, Drug, arid Jo emetic Act: 

1. Clinical investigations that are classified for retsonc of national 
security will not :\'qirt the filing of a formal '‘Clair, f o * Dxezpticn" to 
the Department of Health, Education, and Welfare. Approva- of the test by 
the appropriate Hoy lev sourd and Surgeon Cen3ral will au tactically exempt 
the drug teirp' employed from the application of the new ir i<; section of the 
Food, Drug, and Josr^tic Act during the investigational stiuv. She Depart- 
ment of Defense will report to FLA findings associated **Lth such studies 
which FDA shout; be aware of in order to make a sound e/ illation of non- 
classified studies proposed on the sane or similar dni;u Additionally, 
the Department of Defence will discuss its classified /estimations of 
drugs periodically with IDA personnel who have proper s. : rarity clearance. 


2. In the cu. cf n on-classified security research urograms sponsored 
by the Department cf ix.fe.-ne and conducted within lt£ r* earch facilities 
or for the Department u: on contract, copies of the rt * . t for approval 
submitted to tr.j ar j resriatj LCD Review Board, the Rc 1< .* board's evaluation 
and approval, on: notice cf approval by the appropria - ur gecn General win 
be filed with tr*~ 7i*/\ as the claim for exemption for *. investigational drug. 


3* When the Department of Defence performs clinic 4 : te its upon n^w 
drugs being by t;.^ pharmaceutical industry, ;i «. ordinary claim 

for exemption (Form 1D71 of the Investigational Drug F i£tla;ior*o) will be 
filed with the Food and Dreg Administration. 


G 


The 

DE 


NK VQu».c.t. 

cretary of 

FEB 18 ’.364 

(date) 


e t-eci 

EPyiY 
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AMENDMENT NO. 1 TO 
MEMORANDUM OF AGREEMENT 
ON RES PONS I BI LI TIES FOS THE 
CONDUCT OF RESEARCH AND DEVELOPMENT FOR 
DEFENSE ACAINST CHEMICAL AGENTS 
BETWEEN THE 

COMMANDING GENERAL, US ARMY MATERIEL COMMAND 
AND 

TIE SURGEON CENERAL, DEPARTMENT OF ARMY 
AUGUST 1972 


Paragraph 5b of the December 1971 Agreement ia to be replaced with the following: 

b. The Command in,-* General, US Army Materiel Command, will establish and 
mninta‘j n liaison with the staff of The Surgeon General through the Special 
Assistant for Chemical and Biological Affairs, US Army Materiel Contnand. 

When requested, this officer "Will provide advice and coordination to The 
Surgeon General in the fields of chemical operations and activities. 


FOR TIE SURGEON CENERAL: 


FOR TIE COMMANDING GENERAL 
ARMY MATERIEL COMMAND: 



Major General, MC 2/J/7lr^ 7 > 
Special Assistant for /t**^/*^ 
Research and Development 


CIIAKLE.i l". ifOkit.l.AjR. 

vt- /-> 1 l ' 


Major Cencral, liA 
Chief of Staff 


Date 




? ^ 
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« 


MEMORANDUM OF AGREEMENT 
ON RESPONSIBILITIES FOR THE 
CONDUCT OF RESEARCH AND DEVELOPMENT FOR 
DEFENSE AGAINST CHEMICAL AGENTS 
BETWEEN THE 

COtettKDIKC GENERAL, US AR>«Y MATERIEL COMMAND 
AND 

THE SURGEON CENERAL, DEPARTMENT OF ARMT 
NOVEMBER 1971 


1* References . 

a. DOD Instruction 5160.5, 7 February 1964. 

b. AR 705-5, 9 April 1968. 

c. AR 70-55, 18 May 1970. t 

2. G eneral , a. Under the provisions of reference lb, the Conraanding 
General / tS Arrr*- Materiel Comand is charged with the price responsi- 
bility for chcr.ical weapons and defense and The Surgeon General with 
the attendant responsibility for the medical aspects oJr chcr.ical weapons 
and defense. 

b. Tills Agreement between the Corr-anding General, IS Array Materiel • 
Command and The Surgeon General clarifies and dclinc *: ca specific roles 
of each in the conduct of research and development on tl e defensive 
aspects of chemical agents. Ihis Agreement does not :.o::ly modification 
of the Department cf the Arrv assigned responslbiliti »s of tins Comraauding 
General, US Arrty Materiel Connand in research and doypl.ipr.ent matters. 

The terra "respons ibility " as used herein refers to the agreed roles of 
the subject parties in the prosecution of research and development on 
the defensive aspects of chetnical agents. Also, this Agreement does not 
prohibit direct communication on technical matters between the Office of 
The Surgeon Ccneral and the Biomedical Laboratory,* F.dgewood Arsenal. 

• 

c. § Program guidance and review on radical research for defensive 
aspects of chcrdcal operations will be carried out jointly by The Surgeon 
General and ti»c Cor.manoi ng General, US Ar;v Materiel Command. This 
guidance and funding will be implemented through VS Array Materiel Corruand 
channels. Annual program planning and evaluation of technical progress 
of the program will be made jointly by The Surgeon General and the 
Commanding Guueidl, US Arcy Materiel Command. 
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d. The Special Assistant to The Surgeon General for Research and 
Development, who is also the Coccaanding General, US Army Medical Research 
and Development Command, will be the point of* contact for The Surgeon 
Ceneral for all matters concerning the Biomedical Laboratory, Edgewood 
Arsenal. 

3. Arm-/ Medical Department Personnel , a. Under the provisions of 
reference ic, i;»c Surgeon uer.crai will assign two senior Medical Corps 
officers, as mutually agreed upon between Tie Surgeon General and the 
Commanding General, US Army Materiel Command, to serve as Director and 
Deputy Director of the biomedical Laboratory at Edgewood Arsenal. The 
normal tcur of duty of each officer will be four years, the first two 
as Deputy Director and the last two as Director. The senior Medical 
Corps officer, in addition to directing the research program of the 
Biocecicnl Laboratory, will serve on the staff of the Technical Director 
of Idgewood Arscr.cl as the Associate Technical Director for Medical. In 
the absence of the Director of the Biomedical Laboratory, the Deputy 
Director will assume the above responsibilities. 

• 

b. As Consultant to The Surgeon General on Medical Defense Against 
Cheolcal Weapons , the Director of the Biomedical Laboratory will Keep 
The Surgv:on General informed of the current status of the program on 
ccdlcai defense against chemical agents. He will in turn receive pro- 
fessional medical advice and guidance direct Jy fror. The Surgeon General. 

c. The efficiency report of the Director of the Biomedical Laboratory 
will be prepared by the Technical Director, Edgewood Arsenal. The Command- 
ing Officer of Edgewood Arsenal will attach a letter of comment to the 
report. The report will be indorsed by the Special Assistant to The 
Surgeon General for Research and Development and review* d by The Surgeon 
General. The Deputy Director will bo rated by the Dire*. cor, indorsed 

by the Contending Officer of Ldgevcod Arsenal, and reviewed by the 
Special Assistant to The Surgeon General for Research, a* d Development. 

d. The Surgeon General will assign to the Biomedical Laboratory 

such other Army Medical Department personnel as arc required and authorized 
on the Table. of Distribution and mutually agreed upon between The Surgeon 
Qencral and Corm.unding General, US Arir.- Materiel Corrmand . 'flic Special 
Assistant to The Surgeon General £or Research and Development will monitor 
Army Medical Department personnel posit ions and assist The Surgeon General 
in the selection of personnel to fill then. 

A. V r c of Veh. : As Subje c ts of R o<enrrh. a. The Director of the 

Bio.'.ecical Laboratory, by direction of Luc Secretary of the Army, has 
full professional , tiMcn], civil, cad military responsibility for 
planning and control of experiments involving volunteers utilized in 
research performed at or under control of Edgewood Arsenal. 
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b. In compliance with AH 70-25, 26 Marc*. 1962, and/or AR 40-7, 

30 September 1969, the Director of the Bioncdical Laboratory vill 
subedt thru US Arty Materiel Command all research protocols (written 
.proposals for studies) utilizing volunteers as subjects for investiga- 
tion of representative compounds of new classes of chemicals, not 
previously approved, to The Surgeon General for review and forwarding 

to the Secretary of the Arcy for approval prior to initiation of research 
studies. Ho research with chemical agents using volunteers will be under- 
taken without the written consent of the Secretary of the Arcy. 

c. All research task plans utilizing volunteers must be unaninously 
approved by the r.dgevood Arsenal Medical Review board, consisting of the 
physician responsible for the research plan, the chiefs of the Medical 
Resecrch Division and the Clinical Research Branch, and the Director and 
Deputy Director of the Biomedical Laboratory. 

d ; Upon approval by the F.dgevood Arsenal Medical Review Board, 
copies of all repeal ch task plans utilising volunteers vill be submitted 
to The Surgeon General for information end inclusion in reference files. 

5. Liaison, a. The interdependence of all phases of chemical warfare 
research hecessi tat cs the full collaboration and timely exchange of 
information between the Commanding General, I'S Arry Materiel Ccrrrand 
and The Surgeon General. Effective coordination will be maintained and 
any needed adjustments to the program, priorities, ^nd facilities will 
be made when required. 

b. The Surgeon Ceneral and the Commanding General, US Arry Materiel 
Command will coordinate the assignment of a Chemical Corps officer of 
appropriate grade, training, and experience tc the staff of the Commanding 
Ceneral , US Army Medical Research and Development Command. This officer 
will provide advice and coordination to The Si rgcou General in the fields 
of cherical operations and activities. Do will establish and maintain 
liaison with the Weapons Division, Research, Development and Engineering 
Directorate, Headquarters, US Army Materiel Command, and its subordinate 
commands . 

c. The Surgeon General vill establish and maintain liaison with the 
btaff of the Commanding Geacu) , US Army Materiel Command through the 
Chief , 1 Caemical and Biological Agent Defense E ranch, Preventive Medicine 
Research Division, Medical Directorate, IS Arry Medical Research end 
Development Command. The Chief, Chcnical and Biological Agent Defense 
Branch , Medical Directorate, US Arty Medical Ec« er.rch and Dave irp~*r -*t 
Conrjand, vill also serve as Special Project Officer for Medical Defense 
Against Chcnical and Biological Weapons vithin the Directorate of Health 
and Luvi i U..LC.U , Office of Tl.e Surgeon Ceneral. 


3 
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d. Where appropriate, the At cry Medical Department will seek partici- 
pat ion of the radical services of the Navy , Air Force, and US Public 
Health Service in providing qualified ’technical and professional personnel 
for either duty or training assignments to the Biomedical Laboratory', 
Edgcwood Arsenal. 

6. Pub) icat iors . a. Any articles origlnalny in the Bionedicnl Labora- 
tory will be cleared in accordance with change, dated 7 April 1971, to 
Section III, paragraph $c(3), Ait 360-5, or other applicable regulations 
published subsequently. 

b. Edgcwood Arsenal reports containing rccoim.cr.iat ions concerning 
nodical defense sgainst cherJLcnl agents vili be sub:, it ted to The Surgeon 
General for consents or concurrence before publication or transmittal 
to higher headquarters. 

7 . Joi nt l’ S\ MOT. ; G Advisory Co '~ittee On Vcd ical J < ^cctr. Of Dcfe^ e 
Age i ns t Ci u-r i cn l / co m 5. . a. me purpose oi tne above Committee, estab- 
lished in accordance with AR 15-1, 14 January 1966, will be: 

(1) To serve in an advisory capacity to the Cormanding General, US 
Arry Materiel Corr.and and The Surgeon General (through the Special Assistant 
to The Surgeon General for Research and Development ) on ratters relating 

to the r.cpical aspects oi defeive against chemical nr**ius. 

(2) To review and evaluate tlie in-servicc and contract research and 
developnent programs ccnducted under thi.-» Agreement. 

(3) To evaluate the procedures for use of volunteers as subjects of 
research to insure naxinun safely and post efficient procedures in hur«an 
experimentation. 

b. The Committee will consist of six civilian ro:rh:rs who axe recog- 
nized authorities in appropriate technical fields. Three rverbers will be 
appointed by the Commanding General, US Amy Materiel Command and three 
by The Surgeon General. The Corr.ar.ding Ccneral, US Arcy Materiel Comind 
and Tlic Surgeon General will e.ich designate one liaison representative 
tq the Committee, who -..’ill serve as coordiu itor . K» prescniut i ve of the 
Navy, Air Force, and US Public, health Service will he invited to attend 
meeting:; of the littce as observers. 

e. The Coi.Jiitice will r.. et at len~. t once a yeai at Ldgevoud Arsenal 
for a ciitic..! revu.: of the radical volunteer pio;r :.: end or.ee a year 
in Washington, DC, alternately at the Office of The Surgeon General and 
at headquarters, US r.rrry Materiel Corar.ar.d. 
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d. The tenure cf rgcbcrs of the Coral t tee, other than the liaison 
representatives! will be three years. Iwo reubers (one appointed by 
the Cozr.andin£ General, US Arny Materiel Conned and one appointed by 
The Surgeon General) will be dropped annually and will not be eligible 
for reappointr.cnt for one year. 

e. All reports and rccomendat ions arising out of Coriaittce action 
will be subnit ted to the Comandicg General, US Arsy Materiel Cocmand 
and The Surgeon General. 


3. Review And Revision. This Agreement yi 11 be reviewed annually, or 
upon Tctuti t oT“ lather party , and will be revised by joint action as 
often as necessary. 


M'c'A ‘kmthrs t' Xjk'X ' 

r\l b. jlnmags, Jr., ,h.d^ v my nv a. • 

Lieutenant General * . General, USA 

The Surgeon General Cocnanding General 

Dcpart.^nt of the Arrcy US Arny Materiel Comand 


/. 


Date 


/f7/ 


^ ) 4 
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Date 
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Senator Kennedy. That is an internal memorandum that says that 
the regulations by the Army say they are to be subjects for investiga- 
tion, not what the earlier agreement provided with FDA which says 
research for each of the proposals. 

I wonder if you could comment on that. That certainly does not 
appear to be wnat the understanding was between the Army and the 


Do you think there is adequate supervision when you just get 
representatives? 

Dr. Schmidt. I would rot know. We are not familiar with that 
memorandum. 

Senator Kennedy. The point is whether you are familiar or not 
familiar with it, you can examine it and comment in addition to your 
testimony, but is it your understanding if they agree to submit each 
protocol, and then you saw regulations that said you will have rep- 
resentative compounds, is that the same as each, as far as your under- 
standing? 

Dr. Schmidt. No, that is not, and it would depend in part on whether 
these were studies to be done under IND if they would be classified. 

T really am at a loss to respond to that. 

Senator Kennedy. The only point that I am asking you to respond 
to is whether there can be adequate supervision or monitoring if you 
get a representative sample rather than the examination of each 
protocol. 

I would think that- you would be able to respond to that. 

Dr. Schmidt. We generally examine every protocol. I think it would 
be important to look at every protocol. 

Senator Kennedy. That is the only way, is it not, to get a respon- 
sible review, to examine each protocol rather than a representative 
protocol ? 

Dr. Schmidt. Yes. 

Senator Kennedy. Would you have made, an agreement with the 
Army if they said, “We are going to give you a sample protocol”? 

Would that have been satisfactory to you ? 

Dr. Schmidt. Not for the nonclassified research, no, sir. 

Senator Kennedy. We will hear from Major Johnston later on. 

But, in a memorandum of his in October 1974, he points out the 
proposed memorandum has been received as requested, and the arrange- 
ments for protection of the rights of human subjects are inadequate 
according to the current Government and National Standards, al- 
though some deviation from usual practice might be justified by 
the need to practice security, but that certain basic standards must be 
involved and each case should be reviewed by an Army Investigational 
Drug Review Board and bv the Human Use Committee when it is 
established, and no approval should be granted to allow investigation 
to experiment with entire classes of compounds. 

That, I would think, as Dr. Johnston points out, would have been 
required by FDA. 

Dr. Schmidt. I would agree with the meaning and intent of that 
last memorandum. 

We have a number of questions about details of our own interac- 
tion, and sometime ago we scheduled meetings with the Department of 
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Defense to review in detail such matters as you are now touching on. 
I think in the past they have been inadequately described. 

Senator Kennedy. Just finally, there is a characterization of this 
relationship between the FDA and the Army pointed out by Major 
Johnston in another memorandum, which we will make a part of the 
record of March 10, 1975. 

Careful attention should be given to examine the full details of the 
10*year period of breach of the Army’s agreement with FDA. Be- 
cause of tho DOD-FRA agreement, which is the subject of a current 
GAO investigation; (2) Human subjects were involved and it is pos- 
sible that follow-up studies may be indicated for some of them ; and 
(.1) the secretiveness and closed-shop atmosphere of the biomedical 
laboratory, which is mainly responsible for a decade of broken trust 
with the FI) A, still exists. 

[The material referred to follows :] 
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DEPARTMENT OF THE ARMY 

OFF IQ* or THE SURGEON GENERAL. 
WASHINGTON. O C. 10314 


March 10, 1975 


MEMORANDUM FOR: ASSISTANT SURGEON GENERAL FOR RESEARCH AND DEVELOPMENT 

SUBJECT: Investigational Use of Drugs by the* Biomedical Laboratories 


1* The purpose of this memorandum is to formally call attention to certain 
problems Involving the use of investigational drugs at the Biomedical 
Laboratories, Edge wood Arsenal, and to suggest some guidelines for corrective 
action. 

2. The Department of Defense and The Food and Drug Administration signed 
a Memorandum of Understanding Concerning Investigational Use of Drugs by 
the Department of Defense In 1964. The purpose of this agreement was to 
prevent undue delays in the conduct of vital defense research which were 
thought to be possible if the FDA processed DOD proposals under the newly 
passed investigational drug regulations. The condition under which the FDA 
entered into this agreement was that no clinical investigation would be 
undertaken unless the research protocol had received prior approval from a 
professionally qualified "Review Board' 1 within the services and by The 
Surgeon General of the service. Furthermore, it was agreed that all un- 
classified investigation would be reported to the FDA. The work at the 
Biomedical Laboratories was clearly in -the minds of those who requested this 
FDA -DOD agreement since few other facilities were engaged in human experi- 
mentation so clearly related to national defense. 

3. A new DOD-FDA Memorandum of Understanding was signed in October of 1974 
and subsequently published in the Federal Register. (TAB A) The "Background" 
section preceding that agreement cites the experience in operating under the 
previous Memorandum from 1964 to 1974 and states (in part) that "the DOD has 
been able to effectively carry out it's responsibilities for national security 
without compromise of the intent of the above-cited statutes and regulations." 
The record shows, however, that with respect to work done at the Biomedical 
Laboratories, this statement is inaccurate. The "intent" of the regulations 
referred to was that all clinical investigations of new drugs in humans should 
be subjected to an Independent professional review. Tet, there is no evidence 
that the Biomedical Laboratories consistently submitted its research protocols 
to the Army Investigational Drug Review Board (AIDRB) for approval or that 
(until this year) The Surgeon General took action to Inform the laboratory of 
its legal responsibility to do so. Attached to this memorandum at TAB B is 

a list of projects performed at the Biomedical Laboratories. No documentation 
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SUBJECT: Investigational Use of Drugs by the Biomedical Laboratories 

of approval can be found for these in AIDRB records. 

4. Careful attention should be given to examining the full details of this 

10 year period of breech of the Army's agreement with FDA because: 1) The 

D0D*FDA agreement is the subject of a current General Accounting Office 
investigation; 2) human subjects vere Involved, and it is possible that 
followup studies may be indicated for some of them; and 3) the secretiveness 
and "closed shop" atmosphere at Biomedical LaboratorieSi which were mainly 
responsible for a decade of broken trust with the FDA 9 still exist. 

5. The situation at the Biomedical Laboratories presents a threat of public 
embarrassment for the DOD and the Army. Implementation of the following 
recommendations will demonstrate a clear intention to examine the record, 
correct previous problems and assure that human experimentation at Biomedical 
Laboratories will be exposed to continued constructive review. 

6. Recoosnend: 

1) A proposed letter for The Surgeon General's signature outlining 
reporting and approval requirements to Biomedical Laboratories has been 
prepared and is at TAB C. 

2) A full investigation of work performed at Blomed Labs over the past 
decade should be undertaken by appropriate TSG professional personnel to 
ascertain if any corrective action is needed with respect to previous 
volunteers. 

3) The human experimentation at Biomedical Laboratories should be more 
closely monitored by The Surgeon General. This might best be done by a 
monitor who is physically present at the laboratory much of the time. 


CONCURRENCES: 


MICHAEL V. apHNSTON, M.D. 

CFT, MC 

Chief, Human Use Review Office 
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HJVrSTIGATlONAL USE OF DRUGS BY 
1HE DEPARTMENT OF DEFENSE 

Memorandum o! Under-tonCing Between 
tint Food axi Lxur Ad mmtiration’ond 
liW Department of Djfeiue 

I'ur-unnl to the notice published in the 
llviru Rui'.Ttt of October 5. 1074 (30 
IH Hmt 'uture agreement* or 

iru ..»« «ai.d.*i cf umkrrt muling between 
tiv t >od And Drur Administration and 

V .;»•»' vould be i» it/iiUicd in Uio FYoisal 

R-i.i * « Ux* CnnnuMkonrr of F\»d and 
p. . «•.«- f «»• «»**• notice: 

A V.rrtK'O ratlin of UncirrMandin; was 
AM-iuvnl ;n nt accepted by the Food and 
i:« Arnmrrti^tion end the Depart- 

ir< *n wl I* fen »; on Airu/t 13. 19*4 and 
OcK'Ser 1*4. J9i4. rc*pccli'e»>. replacing 
oin »l«\t a as M~ncd in If 04. Thu man- 
or tsh-ch crtablirtic* procedure* 

to oc followed by the Department of Dc- 
lei *c and the Food and Diu» Admin u- 
trai.un ler-r'in? the Invert tjation.il tire 
ot uiuft* by the Department of Defense, 
read v a* follow's: 

ilnoi«K»DM or U»«»mK»u»# Bttwiiw 
me loo* am» Dtv« AimNimnuN Awa 
tuc Dfr*m«tAr or Dirthu coucukik* 
lM*ur>«noMa U*« or Mm ar^ tub 
U> rUlMlkt or Dei tNU 
Th* Department of Defeive ilierrlnafier 
ciiirU DOi» ani the rood aih! Drug Admin- 
K**» »on of Ihf OrpArtmrut of l(tvtb. Fdu- 
n'.wn, an I unixrt uvnln^or r«iM Ft) A) 
l.e»* Jointly urt* to the term* and coo- 
dits n» as described herein. 

r f To ohMith «h* procedures to la 
f(.n<i»r-| by Ilia Department of DrfeuA# and 
lor I *xk| And Prut Admiri*»nlSor rtyudi..( 
P.' t'>u-tMcatt< -ul u»e i»: dricv by Ilia L*> 
t» r , Ti , Ai of Porn «*. Tbl* Mfnoand'im of 
-tr r . t unlit-. rnn - n Hgc e d by nrmcBfi~ 
Ihm of UK aguv'e* rryuni (he current 

V -n >#. t.iduio of UndtrstaiMhnc stoned to 
Ml 

Be* 1 yroand section 505 (a> of the Federal 
food. Drue, and Co* me tic Act, aa amended 
b» *'rtton 101 of Fub. L FT -7*1. 7« Stat Til; 
91 U3C. 955(a) (1#T0) established pnxs- 
d-no*. fur the approval required before a usw 
dnt* can ba loti educed into Interstate com- 
r<-uon 503d) of the act (91 UBC. 
Mill) ) establish** eaempUone from the ap- 
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pro aal procedures for ttfugv which v.tU be 
u-cd OL*y foe manufx* *re of other drot « <t 
for Intertigsthutal pt*|io ** That Ofi.uit 
pru«u*r* the amiH«cl>> far (he rifuUitcms to 
|i«r meet to the pu<(J rnidmce of me 
str.tuie. promtu • .wd la 21 ()H 3111 (for- 
merly 130 9) by Secret iry of HeaUh. Edu<-»- 
tmn. and Welfare. 11 km refutations »**%• 
blub Ui« procedure and pmeubt the neeet. 
Wf forma to be filed la order to estrr.pt 
dru;« to be used only for invest igaUonst 
p ;r poses from the approval procedures of the 
Federal Food. Drue, and ( o.mrij« Act 
A Mrn.or » lum of UrO^r* landing **« 
e.ecured by the Pepar’r vr.t- of Delitiv* and 
Kthlh. I. duration, and WtKur in 1^04 to 
vtote the procedures that sill be followed 
to «ns ire that in* requirements of the Fed- 
ci si Food Drug and Cosmetic Jd and the 
inml.cttMMul drttf regulations hturd under 
that act are fully met without Jeopatdietus 
vr ur.pcdtne lb* requirements of naitcii'l 
security or the requirements of Federal laws 
a;*d regulation* relating to such u*e of drucs 
The Surgeon OeiKral of evil Military 
Department has established within his office 
a loenial "Review Board" which carefully 
cor. talers each rtuuch proposal from Its 
own agency or from outttde contractors or 
grantee* which Involve the uve of human 
subjects in the clinical invest i*atien of new 
drugs r*ch "Review Board" is staffed with 
highly qualified professionals capable of 
performing competent review cf such re- 
ars ch proposals to ensure adequate protec- 
tion of human subjects. The DOO assumes 
full responsibility for the protection of all 
human subjects involved In research under 
its sponsorship whether this Involtes In- 
vestigational drugs or other hazards Before 
a rholcal test may be performed with an 
IniciVgattonal drug, the plan of the test 
and other pertinent details must be sub- 
mitted to the appropriate "Review Board." 
lh* r--d |n^le-»e t* r '•‘frr.'l. nrf 

• he approval must be confirmed by the ap- 
pn.pr.ue durgeon General 

Experience In rfcrstie* under tbit Mem- 
otv'.duin of tlndcr»l\ndinr from 1)01 to 
1974 tiMliestrs lint the |)OU ailtrm to (lie 
standaids of the ll)\, that human suUleets 
lime been adequately protected »n the DOO- 
rp-vivjrrd studies; that the DOD has been 
able to e.Tectivriy carry oat Its revpouMbUI* 
tics for national security without compvo- 
nnieof the luieut of the a box v-cilrd statutes 
ar.u rcculsttons. and that certain etcmptlmis 
provided the DOD from meeting the ordinary 
requirements of the investigational new drug 
rr;jlaUw.i are no l oncer necessary. Accord - 
intlr. the DOD and the FDA agree to the 
following new procedures to meet the re- 
quirements of the Federal fcod. Drug, and 
C«m#uc Act concerning investigational use 
of drugs; 

t svaarattcc or AcarcsiKtry 

The Food and Drug Administration and 
the Department of IX ichm a<ive that: 

1. Clinical luvettipMious that aro clasrt- 
f»ri for reaeoi s of i'.hIkmisI security will not 
nquire the filing of a format "Claim for 
r\en.pik»o“ to the FDA. lbs DOO sliaU be 
a*4ely nt|ioniibls for dvtrnitmlng tlie 
pr.;my classification of such research pro). 
tc* App rov al by the ayprcaniate "Review 
B >aid" and Suljjwt rifnml of a test 
rlss.Ord fw reasons «f national rv urlty 
w .li automat ’call v esempt UK drug betog 
employed from it e application of the r.rw 
drug sec: too of the Food. Drue, and Cosmetic 
An during such lnvesucatlouat study The 
DOO will report to the FDA unrlat'iArd And- 
Inrs tweiRtts with such studies which the 
FDA should be aware of In order to make a 
sound evaluation of non classified studies 
proposed on the same or similar drugs Addi- 
tionally. the DOD wilt discuss IU classified 
investigations of drugs on a frequent basis 


a lilt peihonncl from tl*t FDA *ho have 
proper vccuntv clom:fr 

* When the unique tequ*rem<*ntt of the 
military dtc'At* the esiensiia u»e in Military 
pe-^Mi.icl vl druyv much, thoi^h pot )ti 
approved, have hern t«ned under the tnuu 
tlgalMMtal IMS dtu- rr^uiaUons sulhctrntly to 
evtabii-h witli inumm*’!* certainty their 
saietr and eflwsc). special ad hoe review and 
approval lor such u*e will be eAected rifrtl* 
tloudv thioush joint rrtton b» represents- 
lues of Hie Urpr.rtmeut of Drfrnse and the 
Food sue Drug Adiuitiut ration to ensure 
tuiKiy rei a MMi«e to the mihtuy med The 
DOO will report to the Ft».\ f.*idinfr r.* # c- 
elated aim such u e which tne FDA iho-.tld 
be a* art of in order to nuk* a vound evalu- 
ation of otner studies profaned on the same 
or similar drug 

3 In all other eases involving the clinical 
testing of invest Rational drugs under pto- 
grauis aponsored by the DOD and conducted 
etthar by the DOD within It* own research 
faculties, or for the DOD by a contractor or 
grantee, the ordinary provisions of 91 CPR 
319 1 (formerly 130 3) of the Code cf Federal 
Regulations governing the Investigational 
use of new drugs In human beings shall be 
followed. 

n. PAMg awa Aaosras or raancrrAvina 

ACCJtCIKS 

A. Department of Defense 
Washington. DC 90314 

B Food and Drug Administration 
S600 nsfiers Lane 
Rockville, MD 90131 

in liaison omerta 

A- Col. Edwwrd J Huycke 

Director. Professional fiervlcce 
Office of the Assistant Secretary of De- 
fense (Health and Environment) 
Washington. DC 10301 
Te^on* ("C3| C37-335J 

B. John Jennings. MD. 

Associate Comm it* toner for Medical Af- 
fairs. HFM-t 

Food and Drue Administration 
FbOO FUhcrt lane 
Rockville. MD 20039 
Telephone: (901 J 443-4114 

nr. rssuoa or scinxurr 

This agreement, when trwpUd by both 
parties, covers an Indefinite period of time 
and la subject to modules non by mutual 
consent by both parties. 

*. AtTTMoerrr 

This agreement if tniered Info under the 
authority of the Economy Act. approved 
June 90. 1*99. as amended. 31 U 3C. CM. 

Approved and accepted for the Department 
of Defense. 

V. McKrwh*. 

define J'tUUrt srrrdsri, 
llcmlih and gaitronmcnf. 

Data 10. 94./T4 

Approved and accepted for the Food and 
Drug Admtnuuatton. 

A. 31- SrnMiar. 

Com wl« i (oner. 

Food and Dm § 4dm<msfr«f«oi . 
Date •/ 19/74 

Fffccllv* date. Tills Memorandum of 
Understand inf became effective on Oc- 
tober 24. 1974. 

Dated: November 21. 1974. 

Sam D. Fine. 

Associate Com ntlsi toner /or 
Compliance. 

|FR Doc74-27e7J Filed 1 1-17-74. • If sm) 
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r.cccn r cj i_J 'J ; 

r s A r> • , ^L-T.L , J n . r - J.°- ber 1971 

Research Plan 
.... Kunbcr 

*- 

Approval 

D.'i’-c 

TlCjc 

10,002 

6 Feb (.7 

llvrr.a Tretors Eva] nations o f l'capons Systens 

10,003 

6 Feb 07 

1 actors Evaluations of Defensive Kquipnenc 

10,C04 

15 Mar 09 

The 1 • O.ct’oC the rror.cM.ivc Ensemble on Vigilance 
Perfoi.'i'incc c 

12,101 

30 Ann 67 

Effect of Environ *nL on Penetration of To % :ic 
Ap/nts end Irritant Chemicals through Skin 

12,107 

21 IVa 07 

Applied and Er.viv%v *»v. tal rhyr.iology of Defense 
Agn;,:*.t thc.r.J*',.) iV>i.;s 

12,705 

At* dcTV.lv.: i 

5 Nay 00 
15 Ju.i ( 3 

The Cholines terms Response to i’hysost inline In I* 

tbAMirtS 

12,219 

Add c nth n 
*\Z ' ■ - 

29 Sep 09 

17 E.>v 09 
srv vo 

Qw.itlcative Evalo ;tion of J'han.Nico lexica My 
Induced Sensory and Cognitive Defects In Kan 

12,235 

25 Kov #0 

EvaHi tion o! »« * li — *I .:t lr r ; 

l*v prated ly i>; .! to Irri^.T.t Agent > 

12,741 

30 Jul 71 

Alim*.* !*?ta':.al>. of Atroj i.:c In Dogs nnd llan 

13,40/ 
Addendum , 

19 Apr 07 
5 Aio 03 

Defense of SI. in A .ainst CS 

14,102 

9 Feb 06 

Ap-"er::or Deterrent Prop ran Afptetr 

01 fret ion Stv.N.vn ir Offensive and Defensive Asp 
of Ap/:Wts .u*d A/ X L Munlt Syctc: 3 

16 , 106 

17 Mar 67 

14,308 

17 Dec 70 

Km.vrcr.cnt of Volatile Effluents fve # 4 Nan 

V' H»r fix&k’li 
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Research* H m s A nn? ' Afrer NoumHcr 1971 


Research PI. 

w. 

:n Approval 



I : umber 

Pat o. 


Ii£l2 

12,052 

15 M?r 72 

Kffcit of Anyl Nitrite In Man 

17,003 

U? Aug V* 

lVrcot; * 

Absorption of Agents 

12, l n 6 

30 Jan 67 

A Study 

of Ha-.m Uftr.n'nsts to Anticholinergic & 

Addendum 

7 Mar 72 

Thera.* 

•lie Compounds Under Severe Climatic 



Condi l i 

« * . * *5 

17,702 

30 Jun 67 

Studies 

Ur.in** Oximes as Prophylaxis Against 

A:*'. r.»ua 

Urd-ccd 

Ancicnollnrsccr.ase Agents 

Ac’ Of r.dua 

3 Kay 72 


• 

12, ?M 

$ Ko/ 71 

i:A 3034: 

Tin Effect* of Repeated Oral Doses in Man 

\?. 9 yo 

14 Oct 71 

PetoiTiin 

t < m of a 1'rtch Test Technique for 

AO** vkr.i 

l Nov 72 

Evjh'.uio'i of Allergic and Photocontact Derw.titis 



to CS 



25 Jan 72 

Kon-Xnw 

*- f vft Techv.iqiec for Monitoring Cardiovnscu!.* 



Kune tie. 

\ - Kean n.:*‘ r.ls of Cardiac Performance a*nd 



r.Jood i 

if r.ruvc in H.a-uns Under Prug and Stress 



Condi t « 

Of 3 

> # * t *v, $ 

1 Kir 7 2 

r v- 1« v t ) 

* *' rf C •'•’*••• - 1 '* ■% n*vn *f *1 P f f #> f 



Chewier 1 

A- nr.:: Psy*!:o;>hysio logic Con el at ions 



i‘ith IT v 

; • .nee Data in Kan 

0 

29 Kcb >2 

C( rou*' : 

702,196 - Effects in Kan After a Single 



Oral he- 

-■f* 

12,247 

9 Kcb 72 

Revo lor 

: t of an in y£vo test for giycolate 



L>:ro.:u' - 

* in Mm by J;uibition of Topical 



Piloc 

; * 1.2 Miosis 

12.7T. 

15 Kar 72 

Invest!-* 

t-’ou of thf Central Action of HA 333* and 

it !v? 

Undated 

Other 1 : 

: yf!*otropic Agents by Use of i’cpilltcclry 

12,2 r >P 

1 Nov 72 

A Drur, Co: /» mat ion as a Rapid ly Acting Incaprcltant 

u.vu 

1C Oct 7? 

O:* vc to: 

*t of a Hrpid Procedure for Detecting 



r.uco: > 

r •rbifv.vter., Arr.paatr.ainc s f Hal lueinogcr 



and Cc . 

.n lor.i roll u Prugs in Urine 

13, :o9 

20 Mar It 

Kc.-sun 

of Visual Parameters in Volunteers 


/-3.t r.ppfiw^ 
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V> 6 c 


OTSC LTR 11K\D 


DRAFT 


SCRD-HR 

SUBJECT: Invest iga Clonal Use of Drugs by The Department of Defense 


ThRU: Contnander 

US Army Materiel Command 
ATTN: AMCRD-WB 

5001 Elsenhower Avenue 
Alexandria, VA 22333' 


Commander 

US Army Armament Command 
Rock Island, Illinois 61201 


TO: Cmauander 

Edgewood Arsenal 

Aberdeen Proving Ground, Maryland 21010 


1. Reference is made to: 

a. Army Regulation AO- 7, dated 30 September 1969, subject: Use of 

Investigational Drugs in Humans. 

b. Memorandum of Understanding Between the Pood and Drug Administration and 
the Department of Defense Concerning Investigational Use of Drugs by the 
Department of Defense, dated 21 November 1974. (Incloaurell) 


. r*-. 

2. The purpose of this letter is to draw attention to federal regulations relevant 


to the use of investigational drugs in humans at the Biomedical Labors tomAet,, 


I 


Edgewood Arsenal. 
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SCRD-llR 

SUBJECT: Investigational Use of Drugs by The Department of Defense 

3. Reference lb, paragraph 3, outlines DOD responsibility fir reporting ail 
unclassified clinical testing of investigational drugs to the Pood and Drug 
Administration (PDA) under the ordinary provisions of Title 2 .1, Code of 
Federal Regulations 312. Therefore the Biomedical La bora toy** and other 
DOD laboratories are not exempted in any way from PDA regulations when clinical 
studies are unclassified. 


4. Under the provisions of reference lb, paragraph 1, clinical investigations 
that are classified for reasons of national security will not require filing 
of a formal "Claim for Exemption" to the FDA. However, all such investigation 
must receive prior approval from the Army Investigational Drug Review^Board 
(A1DRB) and The Surgeon General and must be discussed with personnel from the 




14 

\ N 


PDA who have appropriate security clearances. 


O* 


5. Each and every individual protocol, regardless of security classification! ^ 


which Involves the use of an investigational drug (chemical compound) In a human 
at the Biomedical Laboratories must be approved in writing by the Army Investi- 
gational Drug Review Board and The Surgeon General before the test is performed. 
The provisions of AR 40-7 (reference la) must be followed exactly. It should 
be clear that a blanket approval cannot be granted to investigate an entire 
class of compounds. Investigation of each compound must be approved separately. 
Changes in approved protocols must also be formally approved^and annual reports 
must be submitted promptly to the AIDRB. 




2 
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SCRD-UR 1 

SUBJECT: Investigational Use of Drugs by the Department of Defense 

6. The AIDRB Is the authorised interface between the Army and the FDA. All 
correspondence with the FDA from Army facilities must be directed through the 
AV.DRB unless direct consminlcation with the FDA is authorised by AIDRB. 

Any questions about reporting requirements should be directed to 
HQ DA (SGRD-HR)y WASH DC 20314. 


RICHAD R. TAYLOR, M.D, 
Lieutenant General 
The Surgeon General 


CF: AMCSA-BC 

AMCMM 
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Pl-'Tt 'To^e) 


m-'D&D MoU d-tri 


Do NOT uw iKis teem as a RECORD ol approvals, concurrences, 
disapprovals, clearances, and similar actions 


from .v-cu/el v. jr. ::r r^r, r.i.o. 

OATl 

CPT, f.iC 


Chief, Human Use Rev: : \y Cftica 

R*0*t 


OPTIONAL FORM 41 

AUGUST ItS? 

GSA FPMR (41CFR) 100-1 1.20S 


oeo i*7)or-«s»i S041-10I 
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&UfS tJt iU, TSt IcImm) ‘& tvj ***s4 
a fpwe alt fn'hc+tf iUv«tu; Aj mi/ 

'toy. Qui4c dcorljf *DgD k**/ p/I Oftiud 

TS£ Joef W •#» 
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fcjbtAs CuAtj&i^ op At*»j 

~h> tjtpfttt a S'kJ'j 

£d>e& (it *vwmj J(Soff(1\#,‘ 

'Kl UWcJitf^ SUjjufi 
4iJh f4/ JcUyabiy OffrtfJ a/JU^tj 

*\x> 'B\owi U#uUs . iv fy'kct 'M 

*TS &- *c4ua,((y d+*~ 4U&*i 0*i bcj p<u<4U^ 
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„/• ..! t :• * < . • * “ -» i. 

. (i |S< • If.*... i •• 4 . 1 ! }i‘* yS» *;•**» ** T\» 0\ ^ 

/ " " " ' I lot «Tr "" "' *• ^ 


.•n«tl oi i«f Mil 

scnn-im 


SulrtC* 

Hrnorandura of Agreement On Conduct of R6D 
For Del ruse Against Chemical Agents. 


T0 C, Medical Toxicology 
Branch, UbAJaDC 


FP0M C, Human Use Review 
Office 


OATt 10 Oct 1974 


1. The proposed Memorandum hi s been reviewed as requested* The arrangements 
for protection of the rights of Imran subjects arc inadequate according to 
current Covernr.cnt and national standards. Although some deviation from 
usual practice night be ju* l ifted by the need to protect security, certain 
basic standards must be followed. 

2. . Each and every protocol involving each separate conpound must be reviewed l 

the Airy Investigational Drug Review Board and £ by the Hu.man Use Cov.mitcc 
when It is established. No approval should he granted to allow investigate 
to experiment v.*ith entire classes of compounds. 

3. The wording oT paragraph A}) might be alterei in the following way so that 
the Surgeon General has the option of reviewing protocols involving use of 
Hue^n Volunteers in an acceptable fashion as the review machinery is cluing 
over the next few months. 


»» 4 b. In compliance with AR 70-25, 15 September 1974, and/or AR 40-7 

30 September 1969, the Director of the Biomedical laboratory will submit 
all ’•c rearch protocols (detailed prcpcsals for studies) utilities veluntc 
as subjects for invest i ion to The* Slirgecn General for review in accord 
with current government policy on human experimentation. The Suiceor Gen 
will forward the research protocol with his rccormendat ions to the Secret 
of the Aiv.:yt for approval. Research with chemical agents using volunteer 
will not be initiated prior to obtaining written consent from the Secrcta 
of the Amy.” 


4. 


This version eliminates the reference to "representative compounds of 
new classes of ciier.icals, not previously approved" which suggests that 
approval is given for all the work with an entire "class” of compounds. 
The use of "class" in this context i3 vague so that a broad range of comp 
night be included. It is not the "class" which is approved but the specif 
protocols for testing the compounds in humans. In fact, each significant 
change in a protocol should be submitted f or .approva l * The paragraph as 
charged is probably clear enough, bat perhaps this should be spelled 1 
precisely in the Memorandum since it nay he a change from past arrangement 

(live) , , 

am not sure whether a local Human Use Convalt tec* with Non-DA personnel is 
appropriate. 1 would be satisfied to sec these proposals reviewed by the »H 


at TSG level. 


Concurrence; . . 

/ // 

SJ. .<y / v ^ 

^“Executive bee A'lT.-vb 


y-J y 


tfico.ael vi J^hnsten, M.D* 
Captain, MC 

C, lkrran Use Review Office 


DA 


fo :n 


;• - on 

ri 


R'-'.Litf.s co rc-u ii. sm>TtMC or nu nc 

ISSUCO A’iO USLO UKtn. 1 KOH UNLESS >OOHt« CXMAVITCO. 


^ LIO I. 1,1 • 
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jP f\AJc C/O T To 

/dSSO* fix. G C /J A & / tv oy/f <— 

Q cs /M ^ S' // ^ i* ^ i-S X/ 

/few -tas s'yg-rc** co^c -r* 


Ca b s 


I , ACT/oy sATrO'-tSTWc CuL /^c- CCj/icd 

AS fits <°0AJ1> //$± £ /^ve \St*L.l* 4J-rCl?rtf \ 

2 ~ 1 ^>C ~ XI C T~\ c/ ,vV c ‘/Vrvvvc>cJ-^_ 

“DCrp'eTv' 5 <£ A'c-O 

^ . QrXI> r '*'<- (A-rT»tvc-'*- 1 / 0^0 

< 3 . 'X>fi'Vt T ' T )2L'4i»csJ A/srf-ms 

Do NOTuse this form as a RECORD of approvals, concurrences, 
disapprovals, clearances, and similar actions 


FROM • i 


I 'V *' ' »* . 



OPTIONAL FORM 41 
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0*0 ill) Ol 1 *I» 4 SI 4 S 41 - 1 SI 
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r^sc-^rr -r^-A^C MOti. rHc.-tf7v;c 

Trt> £ C<u> 1 3c LVn / £ '*»*>'** <*> — ^ ^ 

-TU/YJ Pa a/ (2 \Cr SOC.S&Y* fhr -Ta/(S 

PA>/ t>s C /? . 


Va^ fb K rZ^ V A J&/AJT rsc. •' /0/t» C 

U^O/ZL. sA,'U Cs>/Zoc(f* r S t'tr>tsc.-'> S/'T 
/Vl-» T> A PPP& P /L-t A T£ C V <-*»'- ' C 72 //X) is (— 
*T^/C b "/b, T irr^-i 5Y' / ~r f^cCc. y 

\^7> Cr^ .*V/5c C- 

4 

* 7 HI STS 

~ dtfa.rTjuL', IpljL JjALk^ t &L4tLvu %< 
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/, /-./ S"T of', S 7o 

(\^f £>1 c c 7<' c /«‘i 7 

t s 'C'S £>tus *Ji* 'T Mr s t Wi ' <3 f [ ' ll 


2 /?C (<?/<■ r ‘/C 'tvic »* "S>y C J xi/ *' 0 

2<_v’ 6 */<, 7" /i f'C f S* l, ( i <«W 
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/ , 'VJ"7>-*Z //ot. /S/- "!>' S '/V /'ot' . V 'C"J 

/'/l ,' 4 * - 7 ^, ^ TSsl- 6> . 

Do NOT use this form as a RECORD of approvals, concurrences. 


disapprovals, clearances, and simitar actons £ *i ) 
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t •» r '!0* T * r% *5 p rj«no»pr;T n 

' 4,/ ^;r.ic :. r-o 

Di ’i uty Co;;-. ; r,L:v..'cr. U3A.V.R0C 



OPTIONAL FORM 41 

AUGUST tM7 

/*» * ***** #««#»*•« «<M «« <Mfl 


0*0 tin o* •m4N mum 
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' — ^hief, Human Use Review Office 
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Senator Kennedy. At least this was the Major’s use of those words 
describing the way he would characterize the relationship between 
the Army and the FDA in implementing these memorandums of 
understanding. 

I do not know whether you would care to make a comment. 

Mr. Merrill. Mr. Chairman, we would like an opportunity to look 
at those memorandums. 

Senator Kennedy. Very well. 

If you would like to continue, Commissioner. I have covered most of 
the material here, I believe. 

Dr. Schmidt. I would like to make a couple of points. 

I was about to describe the revised memorandum. I think we have 
covered that, but again, I would point out that the narrowing of the 
memorandum by having everything except the classified research 
covered by the IND 

T Witness conferring with associates.] 

Senator Kennedy. We can put the rest of your statement in the 
record. 

Dr. Schmidt. I ask that the rest of the statement be included in the 
record, but I want to go back to one point that I think had been 
confusing. 

One or the questions that the GAO raised is whether or not we have 
the authority to regulate the Department of Defense research, whether 
or not under the law the DOD is a “person,” and whether the defini- 
tion of “person” in the Federal Food, Drug, and Cosmetic Act would 
include an agency such as the Department of Defense. 

We have obviously felt that tne memorandum agreement was legal, 
and that the legal requirements of the law were being met by the 
memorandum and by the Department of Defense regulations. 

The legal question that might have to be resolved is whether or not 
we have the authority to regulate the Department of Defense. Initially, 
at least, the Department of Defense questioned that, but that issue 
essentially became moot by the memorandum and has not been in- 
quired into in recent times. 

Senator Kennedy. Of course your chief counsel believes you did. 

Dr. Schmidt. Yes, sir. 

Mr. Merrii.l. Senator, I do believe we have authority to invoke a 
number of sanctions against testing done by other Government agen- 
cies. But that, authority is limited by the requirement that interstate 
commerce be involved, and it has never been tested in court. We recog- 
nize that 

Senator Kennedy. When did that issue come out? Was that Au- 
gust 21, 1975, about 3 weeks ago? 

Mr. Merrill. Let me explain it, if I may. 

Senator Kennedy. Certainly. 

Mr. Merrill. Mr. McClure of GAO came to me and said : 

We have been doing an Investigation of DOD drag testing. Our general counsel' 
questions whether PDA has any statutory authority over drug testing by other 
Government agencies because they are not "persons” within the meaning of the 
statute. 

He asked me to respond to that. I drafted a letter, which we have 
submitted for the record, and a copy was given to subcommittee staff, 
in which it outlined the things we can do about drug testing by other 
agencies, but the issue of our authority remains. 

It is an issue that GAO put forward. We did not. 

Senator Kennedy. We will include the rest of your testimony. 

[The material referred to follows :] 
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DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 

OFFICE OF THE SECRETARY 





rockvh-lc. mo. mm 

August 21, 1975 


OFFICE OF THE 
tfMCfUL COUNSEL 


Mr. Carl D. McClure 
Park Building, Roan 120 
12420 Parklavn Drive 
Rockville, Maryland 20852 

Dear Mr. McClure: 

At our meeting on Friday, August 8, you asked me to supply a 
statement of the Food and Drug Administration's current 
statutory authority to regulate clinical testing of drugs 
conducted by other Federal agencies. Because of other ocm- 
mitments, I have not been able to prepare a detailed legal 
analysis of FEA's current authority, but in this letter I 
shall attempt to provide a capsule statement of our con- 
clusions. If further documentation of any point should be 
necessary, X shall be happy to supply it. 


A word of introduction nay be in order. For any regulatory 
agency there often is a disparity between legal authority 
and available resources. FDA is constantly ocn fronted with 
the necessity of choosing among various statutorily authorized 
activities to which to devote its primary attention. This 
choioe is further complicated when an activity involves a 
sister Federal agency that may share responsibility for com- 
pliance with legal requirements. 

I. 


FDA’s general authority to regulate clinical drug testing is 
limited to “new drugs" for which an application has not been 
approved under section 505(d) of the Federal Food, Drug, and 
Cosmetic Act (Act) . It would not be pertinent here to explore 
the scope of the definition of “new drug" because the same 
criteria would apply to drugs tested by other Federal agencies 
as to drugs investigated under the auspices of a private manu- 
facturer or university hospital. 
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In my judgmen t , FDA currently has adequate statutory authority 
to regulate much of the testing UUnfll&UxI b^'bthdf FSJerat * 
agehcies, whatever tft a ir^ weeettfca ar J , p era o na ' 1 within QgTHEamn g 
of section 201(e) of tie Act, 21 uTs.c. 32ITe77 j-dsc of the 
drugs used in such tests are, or would be, supplied by private 
manufacturers, faction 505(a) of the Act, 21 U.S.C. 355(a), 
provides: 

__ No person shall introduce or deliver 

for introduction into interstate 
oomnerce any new drug, unless an 
approval of an application ... is 
effective with respect to such drug." 

Since private nanufacturers of pharmceutlcals and chanicals are 
"persons" within the meaning of section 201(e) , the full range of 
sanctions provided by the Act (seizure, injunction, criminal 
prosecution) would be available against a manufacturer who shipped 
a drug in interstate commerce for purposes of clinical testing con- 
ducted in violation of FDA requirements. Oarplianoe with those 
requirements, which are set out in 21 CFR Part 312, is a condition 
of lawful shipment of an unapproved new drug for investigational 
use under section 505 (i) of the Act. 

In short, where interstate shipment is involved and the source of 
the drugs is a private manufacturer, FDA has the same legal author- 
ity to insist upon compliance with its clinical testing requirements 
as it would if the recipient were a private investigator. Hus 
authority would not be available if there were no interstate ship- 
ment involved, but this is the limitation under which FDA operates . 
no matter who ships or receives a product. 

In same circunstances there might also be a question whether a 
product was a new drug intended for investigational use. This 
would not be a problem in the case of a drug that had not been 
approved for any condition, but it could present a difficult 
enforcement problem if the product had been approved for one or 
more indications. FDA might then have difficulty shewing that 
the manufacturer intended the product to be used for an experimental 
use, or at least realized that the recipient agency so intended. 
Again, however, this is a problem of proof which the FDA confronts 
in regulating clinical investigations of new uses of approved drugs 
regardless of who conducts them. 

FDA can also invoke another sanction in addition to the court 
remedies previously mentioned. When an investigator has con- 
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aistently ignored or violated regulatory requirements for 
conducting clinical trials, such as by failure to obtain 
informed consent or to maintain required records, FDA may 
suspend his eligibility to receive experi m ental drugs by 
administrative action. Once this is dene, a manufacturer 
nay no longer lawfully ship drugs to the investigator, and 
continuation of shipment in such circumstances would expose 
the manufacturer to the customary judicial sanctions. 

II. 

The scope of FDA statutory authority to regulate testing by 
other Federal agencies is less clear in situations where an 
agency is its own source of the material tested. Sate Federal 
agencies are capable of developing and synthesizing a new drug 
without any reliance on private manufacturers. Apart from 
possible efforts to restrict interstate shipment of the drug's 
ingredients (on the theory that such ingredients are new drug 
substances and, as such, are themselves regulable as new drugs) , 
enforcement in such circumstances would have to focus directly 
an the responsible agency involved or its employees. 

A. While section 505(a) of the Act in terms applies only 
to "persons," FDA's authority to seize unlawful products under 
section 304 of the Act is not so limited. If the requisite 
showing of interstate shipment could be trade, an unapproved 
"new drug," no matter who shipped or received it, would be 
subject to seizure and condemnation under section 304. "A 

product shipped for use in clinical investigations that failed , 
to comply with FDA's testing requirements, such as the submission 
of an investigational new drug application, is illegal and thus 
subject to seizure under this provision. 

I an familiar with cases suggesting that a suit against property 
in which the Government has an interest will be considered a suit 
against the Government and, in the absence of consent, barred by 
sovereign immunity. But we are not aware of any case involving 
products that are themselves illegal, such as an adulterated or 
misbranded drug. In such circunstanoes the justifications for 
sovereign immunity, already in disrepute, would probably be found 
inapplicable and the FDA's suit would be upheld. 

B. Zf FDA were to attenpt to enjoin shipment by a sister 
agency or to halt testing conducted in violation of its requirements. 
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a sore difficult question would be raised. Such a suit against 
the agency would clearly be barred under sovereign iimunity. 

The question would remain, however, whether a suit far injunction 
would lie against the individual agency officials responsible 
for the shipment of the drug or the conduct of the testing. The 
cases hold that such a suit would likewise be barred by sovereign 
Iimunity unless the official (s) could be shown to be acting either 
outside the scope of their authority or woonstituticnally. See 
Larson v. Domestic & Foreign Cornier ce Oorp. , 337 O.S. 682 (1949) . 

There are no cases applying this principle in the context about 
' which we are concerned, but a good argvsnent oould be made that 
a Federal official who violates applicable legal requirements for 
conducting clinical testing of new drugs is acting outside his 
authority. Similarly, if another Federal agency were to adopt 
FDA standards for conducting clinical studies, an investigator's 
failure to abide by these rules would be action in excess of 
authority. Furthermore, recent judicial recognition of a con- 
stitutional "right of privacy” might provide support for an 
argument that he would be acting unconstitutionally if he ignored 
legal requirements designed to protect the investigational subjects, 
such as the requirement of . informed consent. 

C. A similar analysis would apply to the question of the 
availability of criminal prosecution in such circumstances. 
Obviously, the agency involved oould not be prosecuted. Whether 
the responsible agency officials oould be individually prosecuted 
for violating FDA's testing requirements would turn on whether 
they could claim official iimunity for their actions. Again, 
oases on point are lacking, and the availability of this remedy 
is conoedely problematical. 


in. 

I have thus far ignored two significant practical obstacles to 
FDA's invocation of judicial sanctions, particularly in situations 
where no private nanufacturer of drugs is involved FDA cannot 

Dewtnwvtof justice' to taingsuit on its behait. TCe^^parSSfit 
wctIUI piuDAbly "attorpt to restrain ITK assertions of regulatory 
aifth aritr-t lidt It uaifiTOB likely tb ~ aisrtpt CJ , d amvJLLl es-of-a 
sister agency. Seocnd, the inspection &nd feview of activities 
****** gaaap£5Z aaESmaOBggZ fright rfea are 

norarWM.1 and tw^qivo pmnoAAirw, Pna does not cuftently 
routinely deal with classified materials or documents • 
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IV. 


It bears reenphasis that this letter focuses exclusively on 
the jurisdictional issue that you raised. We believe that 
FDA has legal authority, under its current statutory authority, 
effectively to regulate nuch of the testing conducted by other 
Federal agencies, but we acknowledge that this authority lias 
not been examined or upheld by any oourt. 

The foregoing legal analysis should not be understood as 
reflecting a formal decision by FDA to become no re deeply 
* involved in the medical research activities of sister agencies. 
Nor would FDA object to legislative clarification of the soope 
of its responsibility for' the development, testing, and dis- 
tribution of drugs by other Federal agencies. 


Sincerely yours 





^ ^ A. Merrill 
Chief Counsel 

Food and Drug Administration 
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Senator Kennedy. Senator Thurmond. 

Senator Thurmond. Thank you very much, Mr. Chairman. 

Commissioner Schmidt, under the 1974 Memorandum of Undei- 
standing which the FDA had with the DOD, the FDA did have the 
right to review classified DOD drug experiments, did it not? 

Dr. Schmidt. To review, yes, sir. It was agreed that we would be 
informed of the work and in fwjt, should be briefed periodically by 
the Department of Defense about that research. 

Mr. Merrill. Senator Thurmond, it is important to understand that 
it was the Department of Defense that determined what experiments 
were shared and what reviewing we did. We were not given the oppor- 
tunity, of course, to say, “We would like to see that particular test.” 

Senator Thurmond. Commissioner Schmidt, approximately how 
man ^of these classified DOD experiments that were reviewed by the 

Dr. Schmidt. On at least two occasions in what I would probably 
characterize as a fairly superficial way, a number of types of experi- 
ments — probably ranging from one to two dozen — were reviewed by 
FDA personnel at a Department of Defense briefing. 

Again, I would guess that it was a general description of the kind of 
work. I am reasonably sure that an in-depth examination would reveal 
inadequacies of protection of the subjects involved. That depth of 
review has probably never been done under a Memorandum of Under- 
standing. 

Senator Thurmond. I had another question, but I think you have 
covered it in your answer there. 

Thank you very much, Mr. Chairman. 

Senator Kennedy. Senator Hathaway. 

Senator Hathaway. Would other Government agencies carry on 
experiments under your surveillance? 

Dr. Schmidt. Yes. 

Senator Hathaway. What kind of agencies? 

Dr. Schmidt. The Veterans Administration is one. 

Senator Hathaway. In that case, what was the administration? 
Did you monitor their experimentation? 

Dr. 'Schmidt. In general, the experimentation that is done under 
a Claimed Exemption for an Investigational New Drug (IND) is 
monitored. In those instances, it would be the Veterans Administra- 
tion and those agencies that submit a request for an IND exemption. 
We monitor that kind of research. 

Dr. Merrill. Senator Hathaway, let me amplify that. The legal 
question of whether we can require that submission is the same for 
the Veterans Administration as it is for the Department of Defense. 
Submission has become a matter of routine, and therefore the question 
of whether or not we can legally insist upon it has never, as I said 
before, been resolved. 

Senator Hathaway. Would you explain. 

- Dr. Schmidt. Mr. McClure came to me and said, our general counsel 
is having this legal difficulty, would you at least give us your views 
on it. 

Senator Hathaway. You mean just recently ? 

Dr. Schmidt. Yes; sometime during the middle of last summer. 

Senator Hathaway. It seems to me there would have been a ques- 
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tion, initially, when the law was first passed, because it seems agencies 
charged with the responsibility of supervision should not in any way 
delegate that responsibility to an agency that was supposed to super- 
vise, and that seems to be the situation here, especially with respect to 
the Department of Defense. 

Dr. Schmidt. In general, I think your assumption is correct. Sen- 
ator, and the question has only come up in regards to the Department 
of Defense. 

The Department of Defense, as far as I know, is the only one that 
raised the issue in the first place, and that gave rise to the 1964 
memorandum. 

Senator Hathaway. In the classified experimentation for the De- 
partment of Defense, you did monitor that in one case? 

Dr. Schmidt. The unclassified research was known to the Food and 
Drug Administration, but the full IND was not submitted. That is 
one of the reasons we revised the memorandum, so that now it requires 
that all nonclassified drug research be handled routinely through the 
IND process. 

Right now, under the Memorandum of Understanding the only 
thing at issue is the classified research. 

Senator Hathaway. So the unclassified you feel you have pretty 
good control over? 

Dr. Schmidt. Yes, sir. 

Senator Hathaway. The reason it was classified as such was so that 
it would not require close surveillance on the classified. Certainly your 
people could be cleared for classified research. 

Dr. Schmidt. The best answer I can give you is that I am reluctant 
to have the Food and Drug Administration people exercising control 
over the research being done by the Department of Defense in matters 
such as the development of weapons and weapons systems that in- 
volves human research. 

Senator Hathaway. Drug experimentation? 

Dr. Schmidt. We are not just talking about drug experimentation. 
We are talking about experimentation with substances used in bio- 
logical and chemical warfare. 

Later, you will probably be discussing hallucinogenic drugs, some 
of which have no medical uses. Their use is solely for military pur- 
poses. I am not sure that the Food and Drug Administration should 
be in the business of controlling classified research being done by the 
chemical branch of the Department of Defense. 

Senator Hathaway. You mean because of the law? You do not 
think the law is clear? 

Dr. Schmidt. The question basically is how the accountability of 
the Department of Defense is achieved, and the question I am posing 
is: Is the Food and Drug Administration going to take that route, for 
classified research ? At present, I am not sure that is a proper function 
for the Food and Drug Administration. 

Senator Hathaway. You mean regardless of the nature of the drugs 
that are being used, so long as it is classified ? 

Dr. Schmidt. That is correct. 

Senator Kennedy. But of course that is not what we are really talk- 
ing about, but we are talking about the protection of human subjects. 
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We are not talking about whether is X, Y, or Z drugs are involved, 
and whether you ought to review. We are talking about insuring that 
there is going to be adequate protection to the subjects of the tests. 

I do not see how you can say this is not a continuing responsibility 
of the FDA. Quite frankly, I do not think you have the authority to 
sign away this responsibility. I know we have been over this ground, 
and that you are sensitive to this. 

Dr. Schmidt. The answer to your question is not to be general but 
to be very specific in where that would end. Suppose we would go in 
and find something improper. This poses a question. Where is the au- 
thority to do anything? Wnat is it that we do? 

If we went into the classification business, we would then conceiv- 
ably get into the business of stopping research. The DOD might very 
well say it is essential to the national security. 

Senator Kennedy. Do you not think you should stop it, Commis- 
sioner, if there is going to be a violation of the rights of these people, 
if they are not going to be adequately informed and give their con- 
sent to being test subjects? Do you think there are any circumstances 
where the DOD ought to be given Carte Blanche under the guise of 
national security? That cannot be what you mean, can it? 

Dr. Schmidt. You are posing questions now that we are posing to 
ourselves. 

Senator Kennedy. But what is your answer? I hope you did not 
have much trouble coming up with an answer to that. 

Dr. Schmidt. I think that we could perform that monitoring and 
enforcement task given the personnel. 

Senator Kennedy. It is my understanding that the Congress has al- 
ready mandated that you do so, and if there is any question about that, 
we ought to find out what the problem is from a statutory point of 
view. 

I hope your counsel will work with our staff to insure that this mat- 
ter is resolved. If there is any question in your own mind, we want 
to make sure that vou can perform this vital function. 

Dr. Schmidt. Again, to reduce it to its simplest terms, the Depart- 
ment of Defense said, “We will insure the safety,” and we said, “Fine; 
you do it.” 

Senator Hathaway. But then you were delegating your authority 
that you were supposed to control. 

Dr. Schmidt. In a sense that is correct. 

I used the word “deferred.” 

We deferred it to the Department of Defense, to the Surgeon Gen- 
eral, to the Review Boards, and I do not think that is improper. 

If I cannot defer to the Surgeon General, you know, then clearlyJL 
cannot defer to anyone. 

Senator Hathaway. Do you understand if you do that you still 
have the responsibility for anything that may be wrong because you 
are the one charged By the Food and Drug Administration. 

Dr. Schmidt. I have learned that since becoming Commissioner. 
Senator Hathaway. If you do delegate it, you still have the 
responsibility. 

Mr. Schmidt. That I would accept, providing I have the legal 
authority. 

Senator Kennedy. Senator Stafford. 

Senator Stafford. No questions. 
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Senator Kennedy. 1 want to thank you very much, Commissioner. 

Wo want to point out that many of these things occurred not 
under your administration, and we understand this, and we under- 
stand that you were not there at the time when there should have 
l>een oversight, and this is not a reflection on you personally. 

Quito clearly we saw the need for this kind of extension for the 
authority under HEW. I think it is completely justified in DOD and 
CIA, as well, as I mentioned in mv opening statement. 

I think we have complete justification for it as a result of these 
hearings. 

I)r. Schmidt. We are very anxious to have this clarified. 

Senator Kennedy. Do you have any reason not to believe that the 
Commission will be helpful in establishing guidelines as well for 
DOD or even CIA ? 

Dr. Schmidt. I would welcome the involvement of the Commission. 

I think it is entirely appropriate. 

Senator Kennedy. I think that would be very, very helpful. 

Senator Mathias. I have just one question, Mr. Chairman. 

Do you have any memorandum of understanding with CIA in this 
area? 

Dr. Schmidt. To my knowledge, we do not. If we have, I probably 
would be out of town. 

| Laughter.] 

As nearly as I can determine, and I have asked and researched, wc 
have not. 

Senator Mathias. If you do not know, is there anybody else who 
does or should know ? 

Dr. Schmidt. We could ask them, but I really do not know. 

Senator Kennedy. Do you know what they are doing? 

Dr. Schmidt. Xo, sir. 

You see. one of the, questions is where does the materia] come from 
that is being used. 

Clearly if a pharmaceutical house manufactures something, then 
our law is clear. But if somebody is sitting in a chemical laboratory 
in his back bedroom, or if it is not a commercial source, it is not in 
interstate commerce, and if it is classified research, our chances of 
knowing much about it are nil. 

Senator Kennedy. In terms of any governmental agency sponsoring 
any research, whether it be the CI A or any other agency, should you 
not know about it? 

Dr. Schmidt. I think that is one of the questions that is being put 
liefore all of us right now. Until recently, we thought things were all 
right, and now we are finding out that things are not all right. Wc 
thought that our agreement was appropriate, and we are now looking 
at the appropriateness of that agreement. 

Senator Mathias. But who is it, in fact, in Government who has 
more expertise than you to make these kinds of value judgments? 

Why should you defer to other people’s judgment? 

Dr. Schmidt. The possible answer to that has to do with the national 
security and the route of accountability for the sorts of things that 
apparently the human condition demands. 

Senator Mathias. So you make the ubiquitous comment that I have 
heard many other places but I did not think I would hear here from 
you. 
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Dr. Schmidt. I never thought we would be concerned with it either, 
but, clearly, we are. We may end up with some subdivision of Dr. Kel- 
sey’s operation in having people cleared for everything, people who 
can go everyplace, and who will monitor the safety of human subjects 
involved in this kind of research. 

There should be monitoring. There should be compliance with rules. 
The question is who does that. 

If the answer is the Food and Drug Administration, and that is 
clear, and everybody agrees, including the Department of Defense, 
then we will do it. I hope we will do it very well; I think we can. 

Senator Kbnxkdy. I do not think we can let a hearing go by without 
recognizing Dr. Kelsey’s extraordinary contributions to the health of 
the Nation. 

I think the FDA is exceedingly fortunate to have your continued 
services. 

It is an inspiration for all of the people. 

We did not call on you this morning, but we are always glad to have 
you here. 

We want to welcome the next panel of witnesses. 

We want you to be as relaxed as possible. 

As soon as we get all of vou chaired, we will begin with the panel. 

I want at the outset to welcome members of the panel. 

We appreciate very much your coming here to share with us your 
tragic experiences, so that we might fully appreciate the importance of 
and need for adequate controls and sa/eguards in human-use experi- 
mentation. 

In the past this subcommittee has heard from witnesses that had 
been involved in the syphilitic studies that were sponsored by HEW 
and were carried on for a period of 20 years without HEW ever noti- 
fying these victims that they were involved in a study. 

They came up here and pointed out this issue we are very much con- 
cerned* with, that is, the question of consent — that anytime there is 
going to be any action that is going to be taken by any Government 
agency, wherein people are going to be impacted or affected, they are 
going to be notified and fully aware of what the implications are and 
what the repercussions are. 

We did that with the syphilitic study. Then we had girls up here, 
one of them retarded, whose parents really had very little awareness. 

I do not think myself, personally, that they had any understanding 
as to what was involved at the time these two girls were sterilized. 

We were getting at the issues of what both these girls understood 
or what their parents understood was going to take place, and now 
we are again interested in what the individuals understood about the 
action that was being taken by the governmental agency. 

We have had testimony of those who were mentally retarded, in 
State institutions in Tennessee, that were taking deproprovera as a 
way of insuring contraception. This has all kinds of implications they 
did not understand. 

With the help of these witnesses we passed legislation creating the 
National Commission for the Protection of Human Subjects. The 
Commission is working to provide a wide variety of counseling to Con- 
gress and to the administration on these extremely important issues 
involving human-use experimentation, but certainly the most impor- 
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tant issue of all is informed consent, insuring adequate notice and 
awareness to people who are exposed to possible adverse effects by any 
governmental agency, and this is our goal. 

But in the passage of the legislation, as I mentioned in my opening 
statement, we did not include the DOD or the CIA for lack of infor- 
mation on the extent of their involvement in human-use experimen- 
tation. 

Our legislative purpose now is to expand the Commission’s respon- 
sibilities to include CIA and DOD so that test subjects in their 
experimentation programs also will receive adequate protection. 

I think it is terribly important in terms of legislation that we under- 
stand the human dimension, and that is why you are here. 

There are times in the drafting of legislation when we tend to lose 
sight of the human dimension, and we become entangled in jurisdic- 
tional disputes, the defining of words, and other technicalities, as you 
saw in an earlier exchange here today. And that is why we invited 
you here today, so that we may keep in perspective how these issues 
affect people and their families. 

The testimony we will hear from you of the extraordinarily adverse 
tragic manner in which you have been affected, will enable us in terms 
of our ability, a sense of priority to this, in order to insure that it has 
this kind of dimension. 

We have asked you, as we have asked the others over this period, that 
this committee has been interested in this issue of human experimenta- 
tion to come forward and share briefly your experiences with us. 

This is at least why you are here and what this committee has been 
attempting to do on this particular issue. 

Senator Mathias. 

Senator Mathias. Thank you, Mr. Chairman. 

I want to join with the* chairman in welcoming the whole panel 
here. 

As a native and resident of Frederick where Fort Detrick is located, 
it has been my privilege over the years to know various members of 
the county, and I say we welcome all of you, particularly Mr. Rewet, 
who I have known for a long time, Mrs. Ray, and of course, members 
of the Olson family. — } 

Without going to any length — because we are here to hear them, 
and not they to hear us — I would just like to add one more dimension 
to what the chairman has said with respect to the Olson family. 

I hope that we will not only get the benefit of their direct testimony 
on their very tragic experience with respect to their knowledge of 
what has happened, but a larger lesson will be learned, that Govern- 
ment has to deal fairly and honestly and gracefully, above all, with 
our own citizens. 

I feel that the Olson family has been misled for a long period of 
time. They have lived under a cloud. 

Our own Government should not do this to our own people, and 
there is the highest duty of truth imposed by the TJ.S. Government in 
respect to the U.S. citizens, and let us hope that out of this very tragic 
circumstance, out of the yeais that they have lived in doubt, we can 
have a new sense of what the obligation of Government is to its own 
people. 

I appreciate very much your being here. 


I 



64 


\ 


STATEMENT OF IT. COL. WILLIAM B. JOBDAN, TJ.S. ABMT (BET.), 

ACCOMPANIED BT MBS. ELIZABETH BABBETT, MBS. MABT BAY, 

MB. ANB MBS. WILLIAM P. CHAFFIN, MB. VINCENT BEWET, MBS. 

ALICE OLSON, AND USA, EBIC, AND NILS OLSON, A PANEL 

Senator Kennedy. Colonel Jordan, I understand you volunteered 
to participate in the LSD drug testing program at Fort Benning, Ga., 
in 1960 ; is that oorrect ? 

Mr. Jordan. Yes. 

Senator Kennedy. Could you tell us why you volunteered? 

Mr. Jordan. Sir, may I make one thing clear before I speak? 

I am testifying under subpena. I am not a hostile witness, but I am a 
reluctant witness. 

I am a very loyal Army man, and I am still a firm believer in the 
U.S. Army. 

Senator Kennedy. I think that is fair enough. 

T think that is a point that I should have mentioned before. It is 
not unusual for the subcommittee to subpena witnesses in cases such 
as yours. 

This subcommittee has followed this procedure for people who have 
appeared here from the Food and Drug Administration and other 
agencies. 

I think it is important for their own protection. 

Colonel Jordan. Some representatives came, from the Chemical 
Corps, and we were asked for some 50 volunteers to go through a test 
and of the 50 who signed up. they selected some 34. and 34 of these 
individuals went through a test of LSD-25. 

Senator Kennedy. Did you sign any consent form prior to the test? 

Colonel Jordan. I signed a consent form. 

I was aware that it was LSD. 

Senator Kennedy. Did they tell you it was LSD? 

Colonel Jordan. Yes. sir, they did. 

Senator Kennedy. Did they tell you about all the side effects? 

Colonel Jordan. Sir, they told us that we would experience some 
transitory effects, bizarre effects, lasting f rom 42~to44 hours but we 
were informed that at the end of the 12- or 14-hour period we would 
be back to normal and back to duty. 

There was no indication of anything after that. 

Senator Kennedy. I have a consent form which you signed. I will 
include it in the record. 

[The consent form referred to follows :] 
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VOLUNTEER'S PARTICIPATION AGRKK'IT.JT 

• ■ U. S. A’olY CiiKMICAL WAKKAiC lABOR/.ivRlKG 

U. S. ARMY CHhMU'AL CtJfiV.R, MAKYUND 

NAME \ v v A . VlA ) \ \ V . r\ w. \ t 

Age 2i ^ Race (V? . a Crude \ < ‘ l \ t Serial No. OS'S* S v / 

Organization *A C. O *\ 

Name of Nearest Relative * % * »v C W* ; * ^ 

Address of Nearest Relative o \\j f\ \ \ V o 

Telephone Number of Ilc-arent Relative \ >\ \J MM. 1 ^ M 

I> l> v ^V^ V v< »»> V* 'S.)sr \>' ^'* f certify that I have received, read and 
understand a document entitled, ’’Medical Research Volunteer Program,” copy 
of which is annexed hereto, and that the central nature of the experiments I 
have volunteered to participate in have been explained from the standpoint 
of possible hazards ta ray health. It is rny understanding that the ex r or iiiients 
are so designed, based on the results of animal and previous human exjeri- 
mentation, that the anticipated results will justify the performance of the 
experiment. 1 understand further that experiments will be so conducted 
as to avoid all unnecessary physical and mental suffering and injury, and 
that I will be at liberty to request th.it the experlrf.er.ts be terminated at 
any time if in my opinion 1 have reached the physical or mental state where 
continuation of the experiment:; becomes undesirable . 

I r ecor.nize that in dj,c pursui t of certain experim ents tra nsitory dis- 
comfiture nay occur and when such reactions seem especially likely to 'ocimr 
1 will be zj advised. I ree.gr.iz e, also, that under these circumstances, I 
must rely upon the skill and wisdom of the physician supervising the experi- 
ment to institute whatever medical or surgical measures are indicated to 
protect me. 

I certify that there has been no coercion, element of fraud or deceit, 
undue moral suasUn or *>ther adverse .pressure brought to bear in my volun- 
teering l\r this duty. I have clone so of my own free will, completely aware 
of all hazards, rewards and recognition involved. 

DATE : f, O * - j WITNESS: __ 

SIGNED: X ~ "■ * A ' WITNESS: 



A Cml C Form 6- 9 
22 toy % l 
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Senator Kennedy. In the second paragraph it says that you recog- 
nize that in pursuing certain experiments transitory discomfiture may 
occur. 

So your understanding is that it was to be transitory discomfort; 
is that right? 

Colonel Jordan. That is right, sir. 

I was of the understanding, and all of us were at the time, that it 
would be transitory, and after a period of about 14 hours we would 
be back into shape and would be released for duty. 

Senator Kennedy. Now, if you would, describe the test. 

Colonel Jordan. I believe the test started sometime around 7-o’clock 
in the morning, something like that. 

We were given about 150 micrograms of LSD-25 in distilled water 
and were told again, sir, at the time that it eras LSD. 

Within a period of about 20 minutes the effects began to take place, 
principally, initially, nausea, vertigo, and then facial disorientation 
and complete disintegration of everything around us. 

Again, from the standpoint of the 34 individuals who were involved, 
every individual had his own particular reaction. 

Individuals became loquacious or argumentative. One individual 
crawled under a building and had to bo retrieved. 

Senator Kennedy. One individual did what! 

Colonel Jordan. One individual crawled under a building and had , 
to be retrieved. 

But all o.f us had different reactions. 

There is no single uniformity. 

Senator Kennedy. Would you have been able to stop in the middle 
of the test? 

Colonel Jordan. No, sir. 

Well, I am sure that had I gotten out of hand, they would have 
stopped it, yes, sir. 

Senator Kennedy. Would you have been able to stop yourself? 

Colonel Jordan. No, sir. No way. 

Senator Kennedy. Why not? 

Colonel Jordan. The effect of LSD-25 at that particular moment 
during that particular 12- to 14-hour period was somewhat like being 
on a roller coaster. 

We had periods of lucidity and almost total awareness that we 
were being experimented on, but yet following that there were enor- 
mous gaps, complete periods of blanks, where we did not know what 
was going on, and we were only told after the fact what we had done. 

I spent 45 minutes trying to draw a picture of a bear with a crayon 
and ridiculous things that we had no “remembrance of, but whether 
I could have stopped it of my own volition, no, no way. 

Senator Kennedy. After tne tests were completed, what happened 
to you? 

Colonel Jordan. We were checked over by a medical officer who was 
there at Fort Banning. 

We were kept overnight in a building, and the next morning we were 
released to duty. 

Senator Kennedy. Then what happened ? 

Colonel Jordan. That was it. That was all of the test. 
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Senator Kennedy. Did you have any medical or side effects some- 
time after that? 

Colonel Jordan. Afterward, I had periods of transitory confusion, 
vertigo, things which appeared to me as at least somewhat akin to 
what I had gone through, but at the moment I attributed them to just 
having a baa night or a bad day, and thought really nothing of it until 
December of 1961, when I had an epileptic seizure. 

Since then I have had epileptic seizures frequently. 

Senator Kennedy. How long after you took the drug did you have 
the epileptic seizure? 

Colonel Jordan. The first seizure was December 14, 1961, and the 
test itself took place in January of 1960, January 9, 1 believe, so it was 
some period of time but during that period of time there were these 
momentary effects of what is now termed as flashbacks. 

Whether that is a proper medical term I do not know, but again it 
was not until the epileptic seizure that I began to think that something 
was wrong — obviously. 

Senator Kennedy. So what did you do? 

Colonel Jordan. At that time, sir, I again did not know what had 
caused the seizure, nor did the Army, and I must say again, sir, in 
protection of the Army, they did a fantastic job of following up on 
me after I had the seizures, and sent me to Valley Forge Hospital and 
Walter Reed Hospital and gave me absolutely first class medical atten- 
tion to see what was causing the seizures, but to this day no one has 
been able to conclude what the cause is. 

Senator Stafford. Colonel, had you ever had these seizures before 
the one you described ? 

Colonel Jordan. Sir, I did not even know what epilepsy was. No, sir, 
I had not. 

Senator Kennedy. Have you at this date been able to tie any rela- 
tionship between the seizure and the tests? 

Colonel Jordan. Sir, starting in about 1968 to 1969, when we began 
having some drug problems in the Army, I became involved in drug 
enforcement and also in drug education, and I was trying at that time 
to provide as much information to the men under my command as I 
humanly could, and I began compiling information on heroin, am- 
phetamines, barbiturates, the entire flotilla of drug usage, and trying 
again to provide this information to the men. 

At that time I began finding that there was information linking the 
use of LSD with birth defects and also with epilepsy and also with 
prolonged psychotic states which required institutionalization to the 
affected individuals. 

Senator Kennedy. At some time in August of 1972 did you receive 
a letter from Mr. Carbilla? 

Colonel Jordan. Yes, I did, sir. 

Senator Kennedy. We will include it in the record, but tell us in 
your own words what the letter said. 

[The material referred to follows:] 
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IMTED STATES DEPARTMENT OF JI STIOE 

BUREAU OF NARCOTICS AND DANGEROUS DRUGS 
WASHINGTON, D C. 205J7 


AUG 2 l 1972 


Mr. William R, Jordan 
6304 Bcuyl Road 
Alexandria, Virginia 22312 

Dear Mr. Jordan: 


To date, there have been various studies which associate 
i.SD with epileptic disorders. In some cases, the LSD 
may^lfaviT precipitated a dormant case of epilepsy. 

enclosed if a copy of an abstract which seems most 
pertinent to your question. Although an exhaustive search 
of the literature was not performed, this will give you 
some* pro 1 ini nary information. 


Sincerely yours, 



Chief 


Drug Control Division 


Knc losure 
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7432 N3 ; 

AUTHORS: UNCERLEIDF.R, J. THOMAS; FISHER, T^L'KE D. 

TITLE: THE PROBLEMS OF LSD-25 AND EMOTIONAL DISORDER. 

SOURCE: CALIFORNIA MEDICINE. 

SOURCE ID: ]06(]) :49-55, ]967. 

THE PROBLEMS CONNF.CTFD WITH ABUSE OF LSD (LYSERGIC ACID 
DIETHYLAMIDE) HAVE MUSHROOMED ACROSS THE U.S. IN THE PAST 2 YEARS. 

LSD POTRCFKA 8/2 1/ 72 BNDD/NCDA1 ; 

MORE RECENTLY, THIS ABUSE HAS BEGUN TO SPREAD TO ENGLAND, HOLLAND, 

AND FRANCE. THE PHYSIOLOGIC EFFECTS OF I.SP ARE MINIMAL, ALTHOUGH 
RECENTLY GRAND MAL SEIZURES WERE OBSERVED IN A PREVIOUSLY 
NON-EPILEPTIC PERSON FOLLOWING USE OF LSD. IABORATORY TFCHNIOUES AT 
PRESENT AFE NOT SENSITIVE ENOUGH TO DETERMINE THE LSD CONCENTRATI ON 
IN BODY FLUIDS. THE DRUG IS NOT PHYSIOLOGICALLY ADDICTING; F.OWEVFP, 
IT IS PSYCHICALLY ADDICTING, AND TOLERANCE TO LSD DEVFLOPS RAP I DLY . 
THE PSYCHOLOGIC EFFECTS INCLUDE INTENSIFIED SENSATIONS AND DISTORTED 
PERCEPTIONS. DELUSIONS ARE NOT INFREQUENT. TRUE HALLUCINATIONS APE 
NOT QUITE AS COMMON, BUT PLAY A CENTRAL ROLE IN THE SUBJrCTIvr 
EFFECTS OF THE DRUG. THE THREE MAIN ATLAS OF RESEARCH INTO LSD 
INVOLVE CONTROLLED ADMINISTRATION OF KNOWN AMOUNT OF LSD 
EXPERIMENTALLY, RESEARCH INTO ITS THERAPEUTIC EFFECTIVENESS, AND 
OBSERVATION OF ITS SIDE EFFECTS. THE .SIDE EFFECTS ARE DIVIDED INTO 
CATEGORIES OF ACUTE SIDE EFFECTS AND CHRONIC SIDE EFFECTS. BECAUSE 
THIS POTENT AND DANGEROUS DRUG REMAINS A MYSTERY WHILE THE LEGIONS OF 
UNINFORMED CONTINUE TO EXPFR1MENT FRIVOLOUSLY WITH ITS USE, IT 
BECOMES IMPERATIVE THAT MORE CONTROLLED SCIENTIFIC INVESTIGATION BE 
CARRIED OUT TO ILLUMINATE THE UNCERTAINTIES . (2] REFERENCES) 
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Colonel Jordan. If I recall correctly, at that time I was doing such a 
tremendous amount of correspondence with all of the individuals 
involved in drug enforcement and drug education, and if I recall cor- 
rectly he said tnere were some references — I believe they provided 
reference of an association between LSD-25 and epilepsy or seizure 
disorders, and also birth defects. 

Senator Kennedy. Studies that show LSD related to epilepsy 
disorders? 

Colonel Jordan. Yes. sir. 

Senator Kennedy. Are you receiving medical followup from the 
Army? 

Colonel Jordan. By the Veterans’ Administration. 

I am out of the Army now. 

Senator Kennedy. Do you know whether the Army is following up 
on the others? 

Colonel Jordan. Sir, I am sure that they are. 

I have been assured by some of the individuals and also by the 
Army that followup is being completed on those individuals. 

Senator Kennedy. How about in the early days? 

Colonel Jordan. No. 

There was no followup at all. 

Senator Kennedy. When did the followup start, according to your 
own information? 

Colonel Jordan. In my own instance, it started in November of 
1974, sir. 

Senator Kennedy. When did the test take place? 

Colonel Jordan. The test was in December of 1960. 

Senator Kennedy. So, it has been that long a time? 

Colonel Jordan. Fourteen years, yes. 

Senator Kennedy. We will go on to Mrs. Kay. 

I hope the members will ask any question they wish. 

Senator Mathias. I have just one question of the Colonel, if I may. 

Did the group that was tested at the time you were tested consist 
entirely of servicemen, or were there conscientious objectors who were 
taking these tests? 

Colonel Jordan. No, there were no conscientious objectors. 

We were all members of the advanced infantry class at Fort 
Benning. 

I believe all were first lieutenants, perhaps a captain or two. I am 
not sure. 

Senator Kennedy. Just a final point. 

The record is clear on the point that you knew what you were get- 
ting into and obviously the record will stand on that, and then what 
happened to you afterward, but the other question, I suppose, is the 
kind of followup vou received. 

Tf I understand correctly — vou began receiving medical followup 
after you contacted Senator Chiles. 

Colonel Jordan. Yes. sir: and T did that with the utmost reirret. 

Senator Kennedy. You had attempted to work it out through 
channels? n 

Colonel Jordan. Yes. 



72 


I took it all the way to the Chief of Staff of the Army, and I ran 
out of generals, and so I had to come to Congress. 

Senator Kennedy. What kind of reaction were you getting as you 
moved up the chain of command ? 

Colonel Jordan. I started the request for a followup — I requested 
that the Army start the followup in I believe October of lf)7‘2, and 
requested that they followup on the 34 individuals. 

By the end of the next year, after an enormous amount of corre- 
spondence, the Army indicated that it would not do so. 

I wrote the Chief of Staff of the Army, and told him it was with 
the utmost regret that I was going to take the matter to Congress, so 
I did. 

Senator Chiles, God bless him, got it started. 

Senator Kennedy. We will include these documents in the record, 
as I understand they are the exchanges of correspondence that you 
had with the Army over this period. 

Colonel Jordan. This is my file. 

[Indicating.] 

Senator Kennedy. Yours is bigger. 

I think it is most regrettable. 

[The material referred to follows:] 
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Ht Li V.'i 1 1 lax 
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V.rO, US.'iTfy 


to :;nt! and Staff U-fl Officer's Call 


Ci.ru, C l Ci« 

Cccr.ti £: Staff T.'ept 


IHIV - . / * ¥¥PM 

2 Aug 60 

Kaj Karvey/£l£Lil/pha 


COMMENT NO. 1 


1, Refcrcncr your participate on in the Psycho-chemical Fvaluation Test 
on 6 Jen 60. Vhe torr.aiid end Soaff Dept Officer's Cell for the month of 
Aug 60 will he pivscnU.'. by tire CheMc't tamiitcc# The subject matter will 
include various aspects of thr evaluation toot, those who took part, and & 
corporative analysis of the cjYcctc of the drug. In this connection, it is 
considered advisable to have j reu at a number of officers thet took part in 
the test# It is center. plated ti.it ni;vrous questions will he asked relative 
to the effects of the drug and your personal reaction. In questions or this 
type , auj.i cpriate answers ce.i only come frew the individuals that were under 
the inf!;*: nor of the drug. No for? a! notes ere required or sugary of re- 
actions neci:>ssry, as the questions will not he of a technical nature* 
Questions trill perhaps he directed toward your ability to cay and a unit or 
furrticn as a member of a staff, under the influence of the drug. 

2. To insure that this f rc;yr.M is a success, it would be appreciated 
if >ou would attend end assist us in the present at ion. 

3* The class is scheduled for the period 1030-3130 hours, -27 Aug 60* 
Tentative location - Pratt Hal 3 , Bldg 35* Please advise if you cart attend* 


/ .'f / ' / / 


ciitrjo:; d. H/jiVir 


Kajor, C.v.lC , 
Acting Chairman 
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6304 Beryl Road 
Alexandria Va 22312 
26 August 1572 


Director 

Division of Karootle Add lot i on and Drug Abuse 
Rational Institute of Pontal Health 
5600 Pieher Lane 
Roolr/illo, Maryland 


Dear 31r» 


1 ae very muoh interested in scouring as much information os 
possible on the relationship between LSD-25 and epileptio 
disorders, and I would appreciate any assistance your division 
any bo able to provide* 

In The Problems of LSD-25 and toot i on '.1 Disorder , a 196? publication 
the authors state that grand sal seisures had toon observed in 
previously non-opiloptio persons following the one of LSD. I 
understand thore have boon several sore reosnt studies sinos 1567 
that iniioate that tbo use of U3D nay also precipitate dormant 

0 ess of epilepsy, but I havo been unable to eeouro information 
on tbeoo stu too. 

1 would sincerely appreciate any infore ition you am provide* 

Thank you for your tine and trouble. 


Sinoerely, 

/ Villiaa R Jordan 
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DEPARTMENT OP HEALTH. EDUCATION. AND WELFARE 
PUBLIC HEALTH SERVICE 

HEALTH SERVICE* AND MENTAL HEALTH ADMINISTRATION 


NATIONAL IN'.TITUTf OT MFMTAL MtAtTM 
MB flfHCSS LANE 
ROCKVILLE. MAAVLANO 10*2 

October 18. Wr* m UL! “ 


Nr. William 8* Jordan 
6304 Beryl load 
Alanandrla. Va. 22312 

Dear Hr. Jordan i t 

Tour letter of August 26 requesting In format Ion about tha poaalbla 
raiatloaahlti of LSD-29 to epileptie dlaordara haa baan rafarred to ma 
for reply. 

1 am not aware of any raeant clinical studies that have baan almad at 
Investigating tha specific question of whether or not LSD-25 can "pre- 
clpltata dormant caoaa of epilepsy". Thera have baan laolated caaa 
_ reporta from time to time of aalauraa following tha uaa of LSD-23 In 
■ Individuals who wata not known to have a prior hlatory of apllapay. 

Tha following referencaa may give you mora up-to-data information in 
this ateai 

1. Melleaon. M. . Acuta Adveraa LSD haactiona. British Journal of 

Pavchlatrr . 118:229-30, February, 1971. — 

2. Schwars, C. , The Complications of LSD: A Review of tha Litera- 

ture, Journal of Nervous and Mental Disease, 148il74-86, February, 1968. 

Also, you might be able to obtain further Information In this area by 
writing to tha National Clearinghouse for Drug Abuse Information, (MCDAI) 
5600 Fishers Lana, Am 8C-09, Rockville, Maryland 80652. 

I hope this Information will ba useful. If 1 can ba of further help, 

please let no knew. 


Sincerely yours. 



Alan Ransi_ _ 

Medical 'Consultant 
Clinical Drug Studies 'Section 
Cantor for Studios of Narcotic 
and Drug Abuse 


70-026 0 - 78 -6 
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6304 Beryl Road 
Alexandria Va 22312 
26 August 1S72 



Car.r.andlnj General 

United 5tr. tee Ar y Infantry School 

Fort Bonnin^, 'Jcor.qia 


Doar 3ir* 


On b Jar. ary I960 I participated in a poychochonicol evaluation 
test at the Infantry School. The toot '.ran conducted under supervision 
of tho Chocical Co: aixtoot Conran 1 nd Staff Dopartaent f US MS# 
Atiaohai is a copy of a disposition fora fron tho Chonic .il Co nit tec 
c:*«!0 3rnir.3 tho test* 

hedic' 1 o/idenoo has sho.;n th it tho oubnt nco uoou n tho toot is 
a:. extro'-oly hi;I;-ri»k pcychochcrical uhioh fc -a produced a variety 
of oerhran, lon # ;-l .stir*~, e.r.l so retires pernanont adverse effects 
in Luv.n be in ;s. Since 1)$ i-6j scientific inveoti ;ation has ohown 
th t tho oubst noo can produce psychotic breaks end a variety of 
nouropsychietric dioordoro f and that there is a possibility that 
nr ' of tho subatan-oo oan'rosult in chromosomal dana^e# Since 1$7C 
there hc.s bee-' increasing evidence th.t the oub/tance c-.a produce y 
opi* optic disorders in pro/ioucly ron-epilcptic in ivilu. la# 

Vo a* to. ho jvcr, there has never boon any attempt by the Infantry 
School to contact those individuals who took part in tho tost to 
*.j ern then of tho hazards to vhioh they ’eorc exposed or to dotornino * 
if tie uso of tho substance . .y have resulted in physical, caotioral, 
of r.europsychiatric’ problems# Ac a Ropular Amy officer with nearly 
20 years of carvi.se t I are unable? to understand vrjy there has boo n no 
lopical folio'**— up T and I find it impossible to justify th: actions of 
tho Amy first in conducting tho experiments ;;ith a subsbmce of 
unknown concoquenco, second in failing to vvrn participants that tho 
sub:: tanco ::i hi cause per; anent dvr.eqo, third in iV.il in q to folio:; 

:h to ;:?.m participants after th ? JLa.-ers :;oro •roll knovn, sr/d 
fourth in rot :*.tto ptlp. • to determine if tho tact had resulted in 
da. a 70 to the participants or thoir offaprn> 

I respectfully request that this : Voter bu looked into t and I should 
very rauch a-»oreoi - to r. reply to this letter. 


Sincoroly i 


Uill'a: R Jordan 
LTC USA 103-32-2701 
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V 

DEPARTMENT OF THE ARMY 

UNITED STATES ARMY INFANTRY SCHOOL 
FORT DENNING. GEORGIA 31005 


»o 


9 n 


Lieutenant Colonel William R. Jordan 
6304 Beryl Hoad 
Alexandria, Virginia 22312 


Dear Colonel Jordan: 

The Infantry Schooljs aware that the psychochemical experiment you 
described in your letter of 2 6 August 1972 was conducted at Fort Henning: 
however, there arc no records of the test results or followup actions 
available at this headquarters. Our research indicates that neither 
the Infantry School nor any other agency at Fort Henning was respon- 
sible for the conduct and supervision of the experiment to include follow- 
up medical monitoring of the participants. 

Our investigation of the subject test led us to Edgewood Arsenal Mary- 
land. Dr Van M. Sims, Chief Medical Research Division, Biological 
Medical Laboratory, Edgewood Arsenal, informed this headquarters 
that the entire experiment was conducted at USAIS under the sole con- 
trol of Edgewood Arsenal personnel. Therefore, 1 have forwarded 
your letter to the Commanding General of that installation in order 
that b e may provide detailed, authoritative answers to your questions 
and comments. 



Sincerely, 



Comma ndant 
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6304 Beryl Hood 
Alexandria Va 22312 
16 dopto-bor 1972 


Comandin* General 

United Statee Anqr infantry School 

Port Bcnnln*, Georgia 31^5 


Dear Gonere! Talbott* 


ThoAV you 'or your latter of 11 September* respondin'; to ny quoetion 
on the psyohooho-’ioal experiment* I ^v.prooi.ta vour ti*o and trouble, 
and 1 oh Ol owiit the reply fros, "l-ow.'od *r*or.*l« 

As to trhloh a/^onoy woo responsible for tho conduct and supervision of 
the toot* I oar. only stuto that tho Irf r,try School provided the 
faollitloo* tbo building, and the toot participants* The ChvV*io-l 
Committee of tbo Infantry School oolloited tho partis,' pinto, arr *:* &ed 
for thoir poyohlatrio ind nodical ex^ inntione* *cwiotod in briefing 
thoa prior to tho toot* arran *ed 'or oooo o'* the radical poraor.no 1 
who voro present* for student oortro c^rs^r.nel to stay vith 

toot parti ip *nto thrmi -h the tost* tok st:t© onto fror participants 
the dy following the expert* :wit. \r*t o.vniuotel .in o'fioer f o o^ll on 
27 August lybC to dioouoo th;* reaction* (inoiooure attached)* Finally * 
tho Coner.ndln/y General o ' tho Infantry fioh ol ir g aw ro o« % tho exnsrlruht 
■mi o*-o to tho toot area to observe participants vhll? t hoy were under 
influenoo of tho peydhochenloal# 

Thunk you for your letter* I earnestly hope tho Inf o try School n^rer 
«^ln oondoots tosto of that nature* In my own ooso* I developed errand 
-al opllopay in 1961* nr i I bollove tho disorder ia a possible wtirravth 
6f tho oxperlo^nt (inoloouro fro® 3TJ D attached)* And vhilo vo produced 
throe healthy children pr ' or to tho experiment* since that tine cy wife 
boo boon usable to have live ioeuo* and hoe had only nioo rri ^e* 1 the 

poet-oxporin^nt dovolop^ntB for other partioipor.to are ei&llar* thon tho 
entire oituetlon ohiuld be tb ?rou ~hly exa-inod* 


3inoorely, 


MS/S> 

*1111^3* Jordan 
LTC^TSA 403-32-^701 
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630U Beryl Road 
Alexandria Va 22312 
28 August 1972 


Epilepsy Foundation of America 
733 15th Street NW 
Washington, DC 


Oentlemsnt 


I am very interested to seoure information on the relationship between 
the use of ISD and epileptic disorders* Information from the Bureau 
of Narcotics and Dangerous Drugs indicates that various studios 
associate LSD and epilepsy and that in sons instances, the use of 
LSD may precipitate a dormant case of epilepsy. 

Any and all Information on this relationship would be most sincorely 
appareciatcd. I have had a seizure disorder fof tho past 11 years. 
Including grand rial, focal, and psychonotor seizures. 

Thank you for your time and trouble. 


A 

* V.M 


Sincerely, 


William 
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Epilepsy 


FOUNDATION OF AMERICA 


Sutte 40 $ • 1$2t l Str##t. N.W, • Wtihingtoo. 0 C. 20036 • (202) 263-293C 


September 8, 1972 

Mr. William R. Jordan 
6304 Beryl Road 
Alexandria, Virginia 22312 

Denr Mr. Jordan: 

Thank you for your letter to the Epilepsy Foundation of America. 

The National Institute of Neurological Disease and Stroke Indicates 
that there Is very little written Information on the subject, with 
the exception of the following: 

"The Problems of LSD 25 and Emotional Disorder", 
Unqerleider and Fisher, California Medical Journal 
(Vol. 106, pp. 49-55, 1957T 

However, Dr. Teresa Harwood, a consultant to the Drug Information 
Center of the Bureau of Narcotics and Dangerous Drugs, anpllfles 
somewhat this article by noting that although contacts throughout 
the country have revealed an occasional relationship between LSD 
and epilepsy, no" determination has been made as to whether LSD Is 
the Idiopathic tool for triggering a dormant "case" of epilepsy. 

It seems that the laboratory techniques have not been sensitive 
enough, to examine conclusively the relationship In a clinically 
controlled situation between epilepsy and LSD. 

You have posed an Interesting question ar.d we have a few other 
avenues to check out. But I wanted to give you something to go on, 
until other sources check out. 

I hope that this will be helpful to you. 


Very sincerely yours. 



HSG/dcd 
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630!* Very! fcoad 
Alcxfcnirio, Va 22312 
30 August 1972 


Conrxndinj Officer 
bdflovood Arsenal 
Aberdeen Yovin;; Ground 
Aberdeen, 'arylend 2X010 


Dear Girt 


On 3 January I960 I participated in a psychochorlcal evaluation teat 
at tho ImVntry School* ?o»t P<rnip : ;* ?h? teat uas conducted uuior 
supervision of t';^ Ckonical Co-rittcc, littlS, and ur/Jcr sponcorn»iip 
of your pcraonnul# Attached is a copy of a disposition forn fron tho 
Chcnlcal Co’aittcc, TU)| concerning tho test* 

Hedtcal evidence hi* s chovn that th* substance used in the test lo 
hi^h-riak aivi that it has produced a variety of serious, lonj-lsstin^, 
tr4 senattasa permanent advorso effects in hu rani boin ;s* 3in-o l?6!i-65 
invest I alien has ^iovn that tho o.ibstance can produce psychotic breaks 
and a variety of r.eure:vychiatrlc dicordcrs, end that there is a 
possibility that use of tho wibctance ray result in chromsczal dcaa^o* 
Sinco 1963-70 there hc-i been increasing ©videnco that tho sjbstrnco 
can produce epileptic disorders in previously ?K>n-cpilcptic persona. 

To d*it© f hovuver, there lias never bson any attempt that t an avaro of 
by thous v!»o sponsored and conducted t © tost to contact participants 
anil vara of bazar is they ver© possibly exposed to, or to determine if 
u*o of the achot&nco ;tay have resulted in physical, c rational, of 
ncuro'sychiatric aftermath* As a jugular Arry officer ilth nearly 
20 years of service, I on unable to urxiorotind vhy thsro has been no 
logical follov-un of this sit jr%Uon* I find it Impossible to justiiy 
tho ftcticas of the Arryi first, in ccrrioctinj tho ©xcurircnto vith a 
substance of such unknown con.uqjeneos second, in failin’ to fully 
vara »'artic;i-»ants that t no cubeUnco rlrtht cacr.o serlcua aftereffects^ 
third, .n JVilirv, to follov thrown to vara participants after the 
hasarthi vero quite veil knovnj srvi fourth, in not atteptinj to datemina 
If thu tents had resulted in dM^o to tho participants or their offspring* 

I respectfully request that this rather bo looked into, end I should 
very t.Jub appreciate a reply to this letter# 


Sincerely, 


Villi tc* H Jordan 

UC ivu 1*03-32-2101 
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6304 Beryl Road 
Alexandria To 2231 2 
30 September 1972 


Goneondin# Officer 
Edgewood Arsenal 
Aberdeen Proving Oroand 
Aberdeen, Paryland 21C10 


Dear sir* 


On -30 August 1972, one nonib ago, I sent you a loiter concerning 
• peyoboohenloal evaluation test* A oopy of that loiter is attached* 
A similar lottor was sent to iho Ir. fan try ftobool, and the ooomanding 
/*one**l forwarded that latter also to you an 11 Septenber 1972* 

since it has now boon a Month slnoo I wrote initially, X should /cry 
anoh appreciate a reply* Thank you for your tine and trouble* 



/Killian A 
LTC USA 403-32-2701 

s 


Certified Mail Alexandria V a 30 Sep 72 number 665868 



DEPARTMENT OP THE ARMY 

HEADQUARTERS. EDGEWOOO ARSENAL 
EDOEWOOO ARSENAL. MARYLAND 2IOID- 


SMUEA-BL 


2 October 1972 


LTC William R. Jordan 
6304 Beryl Road 
Alexandria, VA 223 12 


Dear Colonel Jordan: ~~ — 

I certainly can appreciate_the concerns you raise in your letter of 30 August 
and am more than happy to discuss them with you. I understand you have had 
some personal discussions with Dr. Van Sim, our senior civilian research 
physician, about these matters in the past. 1 must assume you were not satisfied 
by these discussions. 

As I see it, the primary source of your concern is a misunderstanding of the 
basic nature of medical evidence. This misunderstanding is extremely common 
so you are certainly not alone in this. But you must understand that many 
observations of a medical nature which have very little validity are reported 
both in the medical literature and the open press. These represent suspicious 
or unconfirmed possibilities. They serve to alert the scientific community 
of possibilities which should be investigated more thoroughly. The vast majority 
of such preliminary observations are not subsequently confirmed by further study. 
If they are confirmed, the early reporting in fire open press has probably served 
some useful purpose, but otherwise has created needless anxiety. It might be 
argued that even erroneous information about an abusable drug may be of benefit 
if it serves the purpose of discouraging its use and abuse. On the other hand, the 
point can and has been raised about a "credibility gap" resulting in common dis- 
belief of even more accurate Information. 

Medical evidence is rarely (if ever) 100% conclusive - what we are dealing with 
are probabilities. It is only by performing carefully controlled studies that 
any estimate of probabilities can be made. The type of "medical evidence" you 



SMUEA-BL 

LTC William R. Jordan 


2 October 1972 


cite has not been based (by and large) on well controlled studies nor is It 
applicable to your personal experience. On the other hand, the studies which 
have been performed here were well controlled and are applicable to your 
experience. 

Our data do not disprove that single or multiple massive doses of the compound 
cannot produce the consequences suspected and reported that you refer to, 

, because we have not administered massive or repeated doses. But we hav e 
done follow-up studies o msubiects who received single, small doses of up to 
. 25 mgm and have uncovered no evidence of untoward effects including 
psychiatric problems and chromosome breaks. Attributing any development 
to an effect of the drug has to be based on some pattern of problems or in- 
dication of some significant differences between the two groups. Neither has 
been the case. 

Prior to your receiving this compound, it was studied for a number of years in 
animals and for a couple of years in other human subjects. The first human 
subjects were medical investigators. The potential for inducing epileptic dis- 
orders was specifically Investigated in a group of volunteers with, predrug 
trainings suggesting such an effect could be easily demonstrated if it existed. 
None showed any persistent change in their electroencephalogram nor sub- 
sequently developed any form of epilepsy at any time. 

We have, in summary, uncovered no evidence that any of the human tests 
performed with this substance entailed any risk that was not fully justified by 
the requirements of the Army at that time. As I'm sure you are aware, this 
compound is still potentially a threat - at least a covert one. 

Alt hough we h av f > dam sufficient-follow-up studies to meet the Army's n eeds 
and to assure ourselves that your concerns are unfounded, I would agree that a 
complete follow-up study on all Army subjects who received this compound, 
regardless of their availability, might be of general scientific and medical 
value even if, as 1 would expect, the results were completely negative. Since 
such a study is beyond our mission requirements and capability with current 
funding, it will be suggested to the Office of the Surgeon General of the Army. 
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SMUEA-BL 

LTC William R. Jordan 

I appreciate your taking the time to write to me about these matters and 
sincerely hope my reply has been of help to you. 

Sincerely yours. 



3 



&304 Beryl Road 
Alexandria Va 22112 
6 October 1972 


^plpnsl Jqbn K* Stoner, Jr* 
Qpmraanding Officer. Edgewood Arsenal 
BdgpWQod Arsenal, Maryland 21010 


ft%ar Colonel Stpnert 


Tbftnfc yQ4 for your response to my letter of 30 August 1972 and my 
tractor letter of September 1972, I sincerely appreciate your 
taking the, time and trouble to respond. 

In your closing remarks, you stated that* you hoped your reply had 
been of help to me. It has been of help, sir. It has helped me 
understand that there is a clear and apparent conflict between my 
own moral aftd ethical values and those of the Army as reflected in 
your letter, for it is my deep conviction that* the basic moral 
issue has been and continues to be sidestepped, and it is my 
QQDtent.ioji. that the Army has demonstrated a bewildering disregard 
for the. participants and their families* I hope you understand 
that my remarks ere not intended in any fashion to be insubordinate 
Qr disrespe.ot ful X, cm s till too much of a soldier for that. 

Under separate pover, I am sending you Correspondence from the 
Bureau Of Narcotics and Dangerous Drugs, the Epilepsy Foundation of 
America., and the National Clearinghouse for Drug Abuse Information, 
as well ae extracts of 6 9 scientific and technical publications which 
deal with the compound as it relates to epilepsy and birth defects, 
as well as two 7 bibliographies. I am sure your personnel already 
have this data, but I feel obliged to forward them anyway. 

X pm also morally obliged to inform you that I am sending to the 
Surgeon General 'of the Army a comprehensive packet concerning the 
experimentation,, and am requesting that he examine the situation* 

Thank' you for^ your reply*. 



I/TC USA 403-32-2701 
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Hr* William R. Jordan 
6304 Beryl Road 
Alexandria, Virginia 22312 

Dear Mr. Jordan: 

Thank you for your recent inquiry. Enclosed Is general information 
on LSD which you requested, as well as bibliographies to direct 
you to more comprehensive and detailed Information. 

In regard to your specific questions; 1 have enclosed two computer 
searches of the Resources and Materials File* These printouts 
provide abstracts of documents concerning LSD and birth defects 
or epilepsy. The Clearinghouse does not supply reprints of the 
works listed; however, they should be available for your local 
public library or medical library* 

I hope this information will be helpful to you* If the Clearinghouse 
can be of further assistance, please let us know. 

Sincerely, 




Barbara Robertson 

Information Assistant 

national Clearinghouse for 

Drug Abuse Information 

National Institute of Mental Health 


Enclosures 
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6^04 Beryl Road 
Alexandria Va 22512 
7 October 197? 


Executive Officer 

Office of tie Surgeon General 

Department of the Artry 

Forroetal Building 

lOtb & Independence Ave S , 1# ♦ . 

Washington, D.f.. 20314 


Deer. Colonel Adams s: 


I: am advised that this is the proper channel through which I should 
request that an examination bo made of the Army*8 experiment ati on 
with pnychochericals. I am therefore providing you with all the 
information I currently have on tho experiment. th«r hazards of tho 
substance used, and correspondence with various agencies, 

I cannot say whether the experiment has had a direct bearing on my 
problem^ opinion soerr.s divided, as may bo seen from the inclosures. 
However, be that as it may, thoro remain a number of disturbing 
questions which involve basic. moral and ethical issues concerning 
the test, the information provided to participants prior to tho 
experiment , and the lack of followup after the tost. 

The obvious question is why I have waited until now to surface this. 

The answer is simply that I have not waited* since 1961 I have informed 
©very neurologist who has treated me for epilepsy of my participation 
ih the test bocause I have felt, particularly with the psychomotor 
seizures , that there might bo a relationship. For 11 years I tried, 
but somehow never got tho point .across, and there is always a basic 
reluctance to take problems direct to the top. Additionally, it was 
not until I. began doing my own research into tho subject that I found 
there was considerable scientific and technical dwta available on 
hazards and consequences, and I had not know how extensive the literature 
was' until then.. 


Ilmust moke this clear also.. This is an Army situation, and I believe it 
should be in Army ch'-nneis. That is why X provide it to you. Thank 
you for your time end trouble. 



^ Willi/m R. Jordan 
LTC/tSA 403-32-2701 


50 Incl as listed on following page 



30 Inclosureft 

1* Resume, 30 September 1972* 

2. Volunteer Statement; 8 Docenber 1959* 

3* Medical Examination, psychocheroical test, 16 December 1959* 

4* Doctor's Progreso Notes, indicating amount ingested and following 
day condition, 8 and 9 January I960, 

5* Resame of Effects, as requested by and provided to Chemical 
Committee, USA Infantry School, 10 January I960. 

6, Disposition Porta from Chemical Committee, 2 August I960, 

7# Letter to Bureau of Narcotics and Dangerous Drugs, 18 ‘August 1972. 

8. Response from Bureau of Narcotics and Dangerous Drugs, noting possible 
relationship with epilepsy, 22 August 1972. 

9. Letter to Epilepsy Foundation of America, 28 August 1972# 

10, Response from Epilepsy Foundation of America, noting possible 
relationship, 8 September 1972* 

11, Letter to National Institutes of Health, 25 August 1972. 

12, Letter from National Institutes of Hoalth, questioning relation- 
ship with opilopsy, 8 September 1972. 

13, Letter to National Institutes of Hoalth, 18 September 1972.' 

14, Letter to National Clearinghouse for Drug Abuse Information, 24 
August 1972* 

15* Response from National Clearinghouse, with 14 references on epilepsy 
and 55 on birth defects, 13 September 1972. 

16. Letter to Commanding General, USA Infantry School; 26 August 1972. 

17. Response from Commanding General, Infantry School, 11 September 1972. 

18. Letter to Commanding General, Infantry School, 16 September 1972. 

19. Letter to Dr Louria, NY ‘State Council Drug Addiction, 30 August 1972* 

20. Response from Dr Louria, 12 September 1972. 

21. Letter to Commanding Offioer, Edgewood Arsenal, 30 August 1972. 

22. Tracer letter to Commanding Officer. Edgewood. 30 September 1972. 

23* Response from Commanding Officer, Edgewood. 2 October 1972. 

24* Letter to Commanding Officer. Edgewood Arsenal, 6 October 1972. 

25. Letter to Hon Eduard M Kennedy, US Senate, 14 September 1972. 

26, Response from Hon Edward M Kennedy. US Senate, 29 September 1972, 
with inclosure from Congressional Record, 1 August 1972. 

27# Medical Board Proceedings. 11 September 1972. 

28. Physical Evaluation Board Proceedings, 26 September 1972. 

29. Bibliography on hallucinogens. 

30. Bibliography on hallucinogens and psychotomimetics. 
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6)04 Btxyl * loid 
Alexandria, Virginia 22312 
24 Ootober 1972 


Ixeoutive Offioar 
Office of the Surgeon General 
Department of the Amy 
* Forreatal Building 

10th A Independence Ave S*W # 
Washington, D,C, 20314 


Dear Colonel Adaaei 


Referenoo ay 1 * letter of 7 October 1972 with 30 inoloeuree, which wae 
bandoarriod to your office on 11 October 1972, 

Inoloeed are two additional letters whioh were received subsequent 
to the delivery of the referenoed letter. First is a letter f*o» 

Dr Ungorlelder, Aesoolate Profeesor, Department of Psychiatry, 
University of California at Los Angeles, dated 9 Ootobor 1972# 

Second is a letter from Dr Ramsey, Medical Consultant, Clinical Drug 
Studies Seotion, Center for Studies of Narootio and Drug Abuse, 
Rational Institute of tfontal Health, dated 18 Ootober 1572. 

If I receive additional responses, I will send ooplee to you. 

Thank you for your tioe and trouble. 


Sincerely, 


William 7 Jordan 
I/TC USA 403-32-2701 


2 inoloeuree i as 
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SGRD-fO 


DEPARTMENT OF THE ARMY 

OFFICE OF THE SURGEON GENERAL. 
WASHINGTON. O.C. 203 14 


13 NOV 1972 


Lieutenant Colonel William R. Jordon 
6304 Beryl Road 
Alexandria, Virginia 22312 


Dear Colonel Jordon: 


This Is to acknowledge receipt of your letter to the Executive Officer, 
Office of The Surgeon General, dated 7 October 1972, which was passed to 
ny office for action. — 


We are deeply concerned with the questions you have raised. Presently, 
we are gathering related Information and opinions within the Army and 
from other Federal agencies as well in order to answer your inquiry. 


These Inquiries and our evaluation will be time-consuming; we propose 
to keep you Informed as the review progresses. 


Ultimately, we will provide a reply which will address your specific 
questions. We appreciate both the basis for your concern and the 
effort that you have expended in careful documentation of the problems. • 
You may be assured of our reciprocation. 


Sincerely, 




RICHARD R. TAYLOR /M.D. 
Major General , MC 
Special Assistant for 
Research and Development 


rAYLOR./M.D. 


70-02® O - 76 * 7 


' - 4 
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6304 Beryl Hoad 
Alexandria Va 223|2 
14 November 1972 


Major General Blohard B. Taylor 

Speoial Aeeletant for Beeearoh and Development 

Offloe of the Surgeon General 

Department ' of thn Army 

Washington, DC 20314 


Dear General Taylon 


Thank you for your letter of 13 November 1972* 

You have restored my faith in the Arsgr. I appreoiate your response 
more than you will over know. Thank you* 1 am now fully confident 
that the matter will bo looked into, and I am oontent to leave the 
inquiry in your hands. 
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I 4 Q 0 Langley An Apt 29A 
Panaaoola, Pla 32504 
13 January 1973 


Major Oanaral Richard H. Taylor 

Spools! Assistant for Reaearoh and Development 

Offloa of the Surgeon Oanaral 

Department of the Any 

Washington DO 20314 


Dear Oanaral Taylort 


Thla lattar baa two baaio purposes* first, to ‘advise you of ay 
obange of address, aa noted above | and seoond, to inquire aa to 
whether your offloa baa gathered information for a reply to ay 
letter of 7 October 1972* In your lattar of 13 November 1972 , 
you indioatad you r offloa would provide a reply wbioh would addreas 
ay speoifio questions. 

Thank you. 


Stnoerely < 


willia.:. a J jxdan 
LTCCiRetired) 
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SCRD-ED 


26 


1973 


LTC William R. Jordan 
US Army Retired 
1480 Langley Avenue 
Apartment 29A 
Pensacola, Florida 32504 


Dear LTC Jordan: 

Thank you for your letter of 13 January 1973. As 1 wrote you earlier, 

I Intend to keep you informed of the progress of our study of the aseo- 
elation between chronic medical problems and the experimental adminis- 
tration of LSD. 

At this tlme n in additio n to initiating a review of Army sponsored pra- 
grams -involving LSD use in humans, we have conducted an extensive liter- 
ature search and have solicited expert opinion from a variety of sources 
including the Walter Reed Army Institute of Research and the National 
Institute of Mental Health. 

Although it is too early to offer any conclusions from this research, 

1 believe that I can allay one major concern of yours— the Army's use 
of human volunteers for research. jTSur present policy, as promulgated 
In AR 70-25, 26 May 1962, includes a requirement for full disclosure 
to the subject of all possible risks and free exercise of choice by the 
subject uncomplicated by biased inducement. I can assure you that those 
of us entrusted with applying this policy do not find it restrictive, 
but rather an affirmation of a fundamental principle of human relation- 
ship^ 

I expect to have more information for you so orf. Please accept my best 
wishes for you and your family in the coming year. 

Sincerely, 



RICHARD R. TAYLOR, M.D. 
Major General, MC 
Special Assistant for 
Research and Development 



1480 Un«lsy As* Apt 29A 
PMMooltf florid* 32304 

23 Ns rob 1973 


Nsjor 0«n«r*l llobard t T »y lor 

Ijwoltl Assistant for H.s**roh and Dsvslopnnt 

Offlos of tbo Surgeon Ointrol 

D*partn»nt of tb* 'T«y 

WMblarton, OC 20314 


by door Otnoroli 


Hod than_f* *» ■optho *so. aaJi \gm, I hod band-oarriod to 

tbo Surgeon Conorol'o Offioo a lot tor with 3C inolosures, roquootiri- 
tbo troy look Into progress vhioh inrolvod tbo uoo of L3D In oxporiaonto 
vltb huaan being*. On 24 October 1C72, I provided two additional 
lnoloouroo to the Surroon lonortl'a office . tbo lnoloouroo resulting 
froa oontlnued Investigation on ~y pirt oonoemin? '-bis oa'o subject. 

I 

On 13 Hovsmbor 1972. you indicated in your lotter that your office was 
checking into the situation :*ni would keep re Informed* Two oonths 
Inter, elnoe I bad not heard anythin';. I wrote a^ain# and in your lettor 
of 26 January 1973. you ;tain at ted you were continuing to "review* •• 
Arm/ sponsored programs involvin'; U»D une in hur**ne H -nd that you would 
keep mi informed* Two additional months have now paeosd, and I havo 
received no further information freer you r offioe* 

I as obi i aped to inform you that on 11 ipril 1973. six non the fro* the 
date of ny initial request, if l h^ve no flm indioat ion that the rmy 
is taking positive aotion on *y request. I intend to sesk Con^reaoior.al 
assiat&noe in_this mat tor# I believe eix oonthe Is adequate tins* 


jlnosfWy# 


* Williaj^ H Jordan 
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LTC William R. Jordan 
US Any, Retired 
Apartment 29A 
1480 Langley Avenue 
Pensacola, Florida 32504 


Dear Colonel Jordan* 

I assumed Co— and of the US Any Medical Research and Develop- 
ment Co— and and also was appointed Assistant Surgeon General 
for' Research and Development 1 March 1973, so your letter of 
23 March 1973 to Major General Richard R. Taylor has been passed 
to mo for reply. I have reviewed the previous correspondence 
between you and this office, and X can certainly understand your 
desire for a timely response to your inquiries, with the assis- 
tance of ay staff, I have also reviewed the available literature 
regarding LSD that has been accumulated thus far. 

Let ms now attempt to address the questions you raised in para- 
graph 12 of your resume of 7 October 1972: 

1. Why were the [LSD] experiments conducted in the first 
place? 

There was a legitimate concern in the early 1960’s that 
hallucinogenic drugs, such as LSD, might be employed by our 
enemy against our troops (X might add that the possibility 
has not been discounted even now). At that time, immediate 
drug effects were studied and demonstrated in the national 
interest. 

2. Why were volunteers not fully and completely informed 
of all possible long-term effects? 

Even though the immmdiate psychotropic effects of LSD have 
been known since 1943, the drug was largely treated as a bio- 
chemical and medical curiosity. In the late 1950's, perhaps 
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by coincidence, tbs drug was almost simultaneously recognised 
by the Amy aa a military threat and by certain segments of 
our US population aa a an ana for self-fulfillment. At toat 
time, virtually nothing was known of the long- term affect a of 
the drug, there having been no eyateaatio human experience with 
the drug that oould be observed over a long period of time. 
Unfortunately, fifteen yeara later finda us little batter off. 
Although widespread use of the drug has led to an increasing 
number of published observations in the medical and lay press, 
few, if any, of these observations of supposed long-term effects 
have withstood scientific scrutiny. Let me emphasise that X 
have not said there are no long-term effects, but rather that 
demonstration of them has proven to be extremely difficult. As 
an instance, one cannot assuredly say that your epileptic con- 
dition is not the result of taking LSD. On the other hand, we 
find no comparable experience in the many reports of studies of 
LSD users. 

3. Why has the Army failed to individually and thoroughly 
inform and follow-up test participants and their families? 

With the evidence at hand, X am not sure the Army would be 
justified in creating anxiety among the participants and their 
families. Xn order to obtain an expert opinion from a body not 
diroctly responsible for the tests conducted, X have directed 
that this issue be presented to the National Research Council, 
and X will accept their recommendations as to whether a follow- 
up of the participants is warranted. 

4. Mill the Army use its own members or any other human 
subjects for experiments of this nature in the future? 

No. While the national interest and the welfare of man- 
king in general dictate that humans must continue to be the 
ultimate subjects of research designed to benefit humans, 
measures incorporated into AR 79-25 regarding the use of human 
volunteers would insure adequate medical safeguards and informed 
consent after thorough toxicity studies in animals before stud- 
ies in human subjects would be approved. 

I trust you will find that these comments meet the questions 
you have raised. Like my predecessor, X am determined that 
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LTC william R. Jordan 

nodical roooarch in the Army will not no roly conform to the 
ethica of tho nodical profession, bat will bo a loader in 
embracing chan 90 where even norm stringent ethics are required. 
Z an equally determined that inquiries such as yours will be 
net with a full and adequate response. Please feel free to 
call on ns if I have not done so in your case. 

Sincerely, 

8ICNE0 

Retort M.D., BO 

ROBERT BERM STEIN, M.D. 
Brigadier General, HC 
Assistant Burgeon General for 
Research and Pevelo p sw n t 


3 
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i LTC miian R. Jordan 
i Ufi Arc# Retired 
1ACO l.nn?,l^y Avenue 
AparUuut 29A 
lenracoln i Florida 3 2 >9 A 


Dear LTC Jordon: 

In nnsircr to your letter of 22 Kay 1973, 1 with to inforci you tint the 
rational Research Council has yet to i:dko a reco; -xr.dation r«.*j-a riling 
follow-up of individuals who received LCD while on active duty in the 
Aruy . 

Contact with council representatives on 30 Kay 1973, indicator, the tat- 
ter is under active consideration and a decision vill probably be reached 
in a few t.ocitc. 

VJe will inform you when their recorv.endation ic available. 

Sincerely, 


WLC&VID F. BAROUIST, K.D. 
Colonel, KC 

Acting Assistant Surgeon General 
for Research and lV.velo**v^nt 



DEPARTMENT OF THE ARMY 
omca or thc suaocon ocmkhal 

WASH I NOTON, DC 0114 
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LTC VI l H ah R. Jordan 
US Amy Retired 
Apt 10B V Yacht Haven 
554 Golden Gate Point 
Saraaota 9 Florida 33577 


Dear Colonel Jordan: 

By this time, you say have received General Robert Bernstein's reply to 
your letter of 22 May 1973. If not 9 the letter was no doubt delayed by 
having been sent to your previous address. A copy is inclosed for your 
convenience. 

A group of consultants to the National Research Council wet on 27 June 1973 
to hear the issues and facts related to the Amy's use of chemical halluci- 
nogens. The special committee met in closed session after the open meeting 
and we have not yet learned the results of their deliberations. 

1 will see that you are promptly informed when their conclusions are made 
available to us. 


Sincerely 9 




RICHARD F. BARQU1ST, M.D. 

Colonel 9 HC 

Acting Assistant Surgeon General 
for Research and Development 


1 Incl 
As stated 


Apt H Tahiti Saadi, 464 Golden Gate Point 
Sarasota* Florida 33577 
9 July 1971 


Oolonal Riohard P. Barquist 

Aoting-Assistant Surgeon Oaaaral for Rasaaroh and Development 
Offioa of tha Surgeon Oanaral 
Washington DC 20114 


Daar Colonal Barquiat* 


Think you for your isttor of 2 July 1973 informing mo of tha 27 Juno 
maating of tha Rational Rasaaroh Counoil regarding tha uaa of obenioal 
hallucinogens by tha army* 

X as pleased that tha issua has baan praaantsd to tha Counoily although 
X still cannot understand tha mason for tha daisy, particularly whan 
as long as thraa months ago (5 April 1973) Gonaral Barnatain stated 
that ha had directed tha motion be taken* 

X an looking forward to learning of tha results of thut masting* 

Thank you for tha time and trouble* 



by certified mail 
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422S laeVJoh as ea tmw 
Peaoaoole* Florida 32504 
7 Ootobsr 1973 


Chief of Staff 
United Statoo Amy 
TkO Pentagon 
Was h i n gton* 00 


OF door Oeaerali 


luotly om |mt *|o Z hod ha n d -o ar tlod to tho Offleo of tho Surgeon 
Ooaoral a lot tar with 30 iaoloeuree* aad I requested that aa 
exaaiaatioa ho node of tho Amy*e experlaeatatioa with peyoboobeaioal 
agnate. I wee particularly ooaooraod ovor tho look of any follow-up 
ty tho Amy oa thoeo oho partlolpatod la tho experiments. * X provided 
tho Offloo of tho Surgeon Ooaoral irlth aa auoh soieatlflo* teohnloal* 
aad aodloal data aa X bad booa able to seoure* auoh of vhloh aboard 
a diroot relationship between tho uoo of psyoboohaaloals aad a variety 
of advoroo aad la aooa laataaoha peraaaeat effeota, area after only 
oao experimentation with tho pejMhoohenloal agent. 

During the paat ye** 1 have ooatiaued to atteapt to aooure aa adequate 
response from the Offloe of the Surgeon Os serai* aad X have ooatiaued 
to urge that follow-up studies he redo oa the participants* not only 
la tho furtherance of aedioal knowledge* but also la tho aaae of 
humanity. At this juaoturo. It Is ay belief that tho A ray does not 
Intend to follow through oa thib request aad that la foot tho issue 
la being hurled la the hope that all any forget about it* X an led 
to that belief by a number of factors* including tho faot that sooe 
365 days have elapsed without algal floaat progress. 

X had hoped aad plaaasd to leave this aattr la tho haado of tho 
Arayi ay 21 years of active duty have proves to as that the Amy Ooa 
aad will deal effectively with say situation or prohloa* However* 
at this point I oan oaly believe that the A ray does not plan to handle 
this problea. As a result* should I not reoeive iadioatioa by tho 
oad of loveabor that tho Amy is taking steps to follow up oa the. 
participants la the poyoho o ho a l o al experiments* X must request 
Coagrosaioaal aosistaaoa at that point* 

Thank you for your tiae aad trouble* 


Tours truly* 


Villlaa t. Jordan 
IffC USA (Retired) 
403-32-2701 



DEPARTMENT OF THE ARMY 
office or the chief or or aft 

WASH I NOTON, O.C. tOStS 


IS November 1973 


Osar Colonel Jordan; 

I have reviewed your 7 October 1973 'request that the Army conduct a 
follow-up study of the participants In Army-sponsored "psychochemfcal 
experiments. ” The personal experiences which have stimulated your 
concern for the well-being of participants In Army research activities 
are deeply appreciated and add weight to the Army's* slml lar concerns. 

General Taylor, In his 15 October 1973 letter, explained to you the 
evaluation we have received from the National Academy of Sciences. 

In this case, based on the expert advice from the National Academy of 
Sciences, the Army has accepted the finding of the Academy that a 
study of this particular population Is not likely to produce useful 
Information and would not warrant the significant expenditure of 
resources that would be required. 

You may be assured that I understand the depth of your Interest In 
this matter and your determination to do all that Is humanly possible 
to satisfy your sincere concern. 


Respectful ly. 



rrvLU v. ntinray 

General, Unj mw States Army 
Vice Chief of Staff 


Lieutenant Colonel William R. Jordan, USA-Rat 
4222 East Johnson Avenue 
Pensacola, Florida 32504 
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DEPARTMENT OF THE ARMY 

office or thc wmcon general. 
WASHINGTON, O.C. Mill 

■nv to 
«nonMNtn 

SGR0-ZB 


Philip Handler, Ph.D. 
President 

National Academy of Sciences 
2101 Constitution Avenue, N.H. 
Washington, DC 20418 




1 5 HAY 073 



Dear Dr. Handler: 

The Army Medical Department would like to request the advice 
and assistance of the National Academy of Sciences/National 
Research Council (NAS/NRC) with the problem described in the 
following paragraphs. 

From 1958 through the early sixties, elements of th£ US Army 
evaluated the potential military threat of the chemical- 
hallucinogens, lysergic acid diethylamide (LSD) in particular. 
In the course of this evaluation, some 1500 volunteers were 
given LSD in measured pharmacologic doses. Reports indicate 
that only the predictable acute effects were experienced. 

There is now concern with the possible long-term effects that 
LSD administration may have had upon these volunteers. One 
of them is known to have developed a convulsive disorder 
(grand mal and psychorootor epilepsy) within two years of 
receiving LSD under Army supervision. The staff of the US 
Army Medical Research and Development Command (USAMRDC) have 
. reviewed t^e, -available literature on follow-up of LSD, and 
■ find that f ew studies have been done which will stand scru- 
tiney, either because dose was unknown, follow-up was in- 
complete, or controls inadequate. 

If NRC is willing to consider this matter, answers to the 
following questions are requested: 
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First, on the basis of available information, should the Army 
Medical Department sponsor a follow-up study of the volunteers 
who were given LSD. This question should consider state of 
current knowledge, feasibility, probable validity of findings, 
design of controls and any possible off-setting undesirable 
effects of conducting such a study, such as creating anxiety 
in the target population. 

If such a study is recommended, it would have much greater 
. credibility if done by an agency other than the US Army, 
considering that the Army could be considered to have a 
biased interest in the results. Therefore, the second 
question is whether the NAS/NRC would be willing to design 
and conduct such a study, possibly through the Follow-up 
Agency of the Division of Medical Sciences. In answering 
this second question, it would be useful to have an estimate 
of the cost of conducting such a follow-up study as well as 
the- time required for its completion. The general question 
to be answered in such a study should be: Have detrimental 

effects to health occurred in the subjects who were given 
LSD,: whj.ch are reasonably attributable to the LSD exposure? 

This matter has already been discussed informally between 
Dr. Beebe of the Follow-up Agency and COL L. B. Altstatt, 

MC, Director Environmental Quality Research, HQ, USAMRDC, 
phone 693-8060.' COL Altstatt is a point of contact for 
further information or details which you may require. 


Thank you for your time and attention to this matter. 



Assistant Surgeon Ceneral 
for Research and Development 



106 


orricc O' vmc • 

t*0‘ 


National Academy of Sciences 




May 25, 1973 


Brigadier General Robert Bernstein, HC, USA 
Assistant Surgeon General for Research 
and Development 
Office of the Surgeon General 
Department of the Army 
Washington, D, C. 20314 

Dear General Bernstein: 

This is in reply to your letter of Hay 15, 1973, The 
matter discussed in this latter has been referred to the 
National Research Council Division of Medical Sciences. 

The response of this Division will be communicated to you 
in the near future. 


Sincerely yours, 






Philip Handler 
Pres idenc 
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MEETING ON CH EM ICAL HAIJUCINOCEKS 
June 27 , 1973 


Department of the Army 

Colonel Richard F. Barquist, Acting Commander 

U. S . Army Medical Research and Development Command 

Office of the Surgeon General 

Colonel Leslie B. Allstatt, Director 
Environmental Quality Research 

U. S. Army Medical Research and Development Command 

Colonel Frank Loltnaker, Deputy Director 
Biomedical Laboratory 
Kdgcvood Arsenal 

Colonel Van M. Sim, Chief 
Medical Research Division 
Edgcwood Arsenal 

NRC Division of Medical Sciences 
Task Forc e on Chemical Hallucinogens 

Dr, Leo E. Hollister, Chairman 

Veterans Administration Hospital, Palo Alto 

Dr, Samuel Gcrshon 

Department of Psychiatry 

New York University School of Medicine 

Dr. Malcolm B. Bowers 
. Department of Psychiatry 
Yale University School of Medicine 

Division of Medica l Sci ences 

Dr. Leonard Lnster, Executive Director 
Dr, Henry T. Gannon, Executive Secretary 
Dr, Lloyd F. Miller, Professional Associate 
Dr, Ralph G. Smith, Professional Associate 

Mr, Seymour Jnblon, Associate Director, Medical Follow-up Agency 
Dr, Samuel Abramson, Professional Associate* 


10-02$ o - 7$ - $ 
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National Academy of Sciences 


August 24, 1973 


Brigadier General Robert Bernstein. MC, USA 
Assistant Surgeon General for Research 
and Development 
Office of the Surgeon General 
Department of the Army 
Washington, D. C. 20314 

Dear General Bernstein: 

This is in response to your letter of Hay 15, 1973 concerning 
the merits of a retrospective study of volunteers who had received 
LSD some ten years ago in the course of Army studies. Specifically, 
you requested advice from the National Research Council on whether, on 
the basis of available information, the Army Medical Department should 
sponsor a follow-up study of these volunteers to determine if detrimental 
effects on their health occurred that are reasonably attributable to 
the LSD exposure. 

Your question was referred to our Division of Medical Sciences 
which assembled a group of consultants to consider it. This group, 
after being fully briefed on the pertinent circumstances, arrived at 
conclusions which may be suasaarized as follows. 

Accumulated experience in the conduct of retrospective studies 
suggests that from the original group of volunteers no more than 200 
subjects could be expected to be accessible for examination. 

Our consultants agreed upon the possibility of acquiring data on 
the health status of such a sample, hopefully divided into comparable 
experimental and control groups. It was estimated that the screening 
procedure required for adequate examination of a sample of this size 
would extend over a period of two years and co&t at least $400,000. 
However, this undertaking would not of itself establish the role of LSD 
in the etiology of any medical conditions encountered. 

To establish LSD even tentatively as an etiologic agent would 
require that one or more medical conditions of unknown etiology be found 
with such a frequency In the LSD- treated group, as contrasted with the 
control group, as to clearly link it to the ingestion of LSD, Current 



Brigadier General Robert Bernstein, MC, USA 
Page 2 


paucity of scientific evidence in the available literature suggests 
that if long-term effects of LSD do occur after exposure to the dosages 
used in the Army tests, and this has yet to be established, they must 
occur at a very low frequency rate. Consequently, it is unlikely that 
statistically significant Incidence rates could be found in the small 
and probably bias'ed sample anticipated to remain available from the 
original group of subjects. 

It is clear that scientific studies aimed at establishing the 
presence or absence of low-frequency effects related to a given agent, 
especially in terms of an etiological role, should not be undertaken 
with Inadequate sample size lest, in missing some effects, the results 
mislead the undiscriminating public. Such limited scientific worth of 
the proposed follow-up study does not warrant the rather considerable 
Investment of money, time and effort that would be required. It is, 
therefore, the conclusion of our consultant group that neither the 
subjects concerned, the scientific community, nor the public would profit 
by a retrospective study of the group of volunteers to which your letter 
referred. 


Sincerely yours, 

Philip Handler 
President 
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DEPARTMENT OF THE ARMY 

orr icc or the surgeon general 

WASHINGTON. D C- *©*»« 


10 $tpw« 


MEMORANDUM FOR: VICE CHIEF OF STAFF, US ARMY 

SUBJECT: Reply to Letter from Senator Chiles 


l. Reference is made to letter from Senator Lavton Chiles, dated 
9 September 1974, regarding the Army's follow-up examinations of persons 
involved in Army -sponsored "psychochetaical e:merloents" in January I960 
(Tab A). 


2. The proposed reply to Senator Chiles Is at Tab B. 


3. Coordination has been obtained from the Office of the Chief of 
Legislative Liaison. 


2 Inc l 



APPROVED - VCCa 

t S S£i» V4 

W.LL” : L - 

- LT Ci Cj 
Assist?.;.* lo L 

ei ihe #Vr/. y • • 
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LAW ION CHILL* 
riOMlOA 


'jSJCixMciJ Jhlatco ^suaic 

September 9, 1974 


«ltltO»KlMit s* 

•ovcitnuMir ft:*. 

IK(i*i CO MvriH OH 19IH1 
K>4HT COMWif VI COM 

(AN«eu^.>ut iM 

OvMOCAaV»C *trc*'*.o ca-^ nj 


General Fred C. Wayand 
Acting Chief of Staff 
Department of the Army 
Washington, D.C. 20310 

Dear General Wayand i 

On March 4, 1074, you advised t’.n.t the Army planned 
to examine as rapidly as possible those persons 
involved in the Army-sponsored *'r**ychochenical 
experiments'* conducted during January, 1960. 

Since receipt of your letter,, copy attached for 
your information, I have again been contacted by 
Lieutenant Colonel William ft. Jordan who indicates 
that thus far, he has not heard from the Department 
regarding his re-exaninnt ion. Accordingly. I would 
bo moot appreciative if ycu advise re of the 

progress made in the co»duc # t of rhe examinations. 



LC/lx 

enclosure 
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DEPARTMENT OF THE ARMY 
omcs or tn« chic? or «rr. 

WASHINGTON* CMS* SMtf 


4 Kirch 1974 


Dtsr Senator Chiles; 

1 have rscslvtd your 22 January 1974 request that the Department of the 
Army reconsider its position regarding e followup study of participants 
in Ansy •sponsored “psychochemiesl experiments." 

This matter was reviewed by our own medical experts and independently by 
the national Academy of Sciences, who concluded, as did our medical 
experts., that such a study is unlikely to produce useful information 
regarding adverse delayed effects of LSD* 

Despite the probable lack of scientific validity of the information likely 
to be obtained, the reassurance value of a medical followup at this time 
for those subjects who participated with Lieutenant Colonel William R. 
Jordan, U,S. Army, Retired, is an overriding consider at ion* Therefore, 
the Army Hedlcal Department plans to proceed with examination of these 
persons as rapidly as they can be located* 

« 

1 have inclosed copies of three letters for your information. The first 
two are from Brigadier General Robert Bernstein, former cosnander of the 
U.S. Army Medical Research and Development Comaad, and Lieutenant General 
Richard R. Taylor, The Surgeon General, Department of the Army, respectively. 
The third letter is from Dr. Philip Handler, president of the national 
Academy of Sciences, responding to the Army's request for guidance in meet* 
lng the request made by Colonel Jordan. These three letters reflect the 
painstaking care, professional participation, and concern that have marked 
the Army's attention to this matter. 

You may be assured of our continued interest in protecting the health of 
Army personnel. 


Sincerely, 


3 Incl 

as 


Honorable Lawton Chiles 
United States Senator 
Federal Building 
Lakeland, Florida $3801 



FRED 

General, Unced States Army 
Vice Chief of Staff 
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DEPARTMENT OF THE ARMY 

WASHINGTON. OX* Mil* 


25 SsptCMber 1974 


Osar Senator Chiles: 

This is in reply to your inquiry of 9 September 1974 on behalf of 
Lieutenant Colonel William R. Jordan (USA, Retired) regarding the 
progress made in the conduct of follow-up examinations of persons who 
were volunteers in the Army -sponsored "psychochemical demonstration" 
during January 1960. 

The following steps have been accomplished: 

The records have been searched, and a list of current addresses for 
the men who participated has been conpilcd. Between 13 and 17 
September 1974, letters were mailed to all of the men asking them to 
confirm that they were participants in the demonstration and to indi- 
cate whether they would volunteer to have a follow-up examination 
performed. Lieutenant Colonel Jordan should be receiving his letter 
in the near future. 

Arrangements have been completed to conduct all the examinations at 
Walter Reed Army Medical Center, Washington, D.C., beginning in 
October 1974. Plans are for two individuals to be scheduled for 
admission each week to allow an unhurried and thorough health appraisal. 
The evaluation of each individual will require from 3 to S days at the 
hospital. 

It is anticipated that the examination will be completed not later 
than 1 March 1975. The individuals will be issued Invitational Travel 
Orders which will provide for their transportation at government ex- 
pense in the case of retired officers and in Temporary Duty status 
for officers on active duty. A member of The Surgeon General's staff 
will contact Lieutenant Colonel Jordan and arrange for his follow-up 
examination at a mutually convenient time. 
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I trust that this information will be of assistance. 

Sincerely, 



Honorable Lawton Chiles 
Uhited States Senator 
Federal Building 
' Lakeland, Florida 33801 
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OWC* or THC SURGEON GENERAL 

WASHINGTON. OX. KBMC 20310 
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MEMORANDUM FOR: CHIEF OF STAFF# US ARMY 

SUBJECTS Follow-up of Person! in Psychochemical Experiments — 
INFORMATION MEMORANDUM 


1. Reference is made to the letter from Senator Lawton Chiles# dated 

9 September 1974# regarding the Army's follow-up examinations of persons 
Involved in Army- sponsored " psychochemical experiments" in January 1960 
(Tab B) . 

2, The proposed follow-up letter to Senator Chiles is at Tab A. 

3# Previous correspondence relating to this matter is attached at Tab C. 


4* Coordination: This action has been coordinated with Office of the 

Chief of Legislative Liaison. 


3 Incl 

as 



BICHfcfU) R. TAYLOR# 
Lieutenant General 
The Surgeon General 


t 8 HAY WS 

AFA^CVSO - CSA 



LTC. Go . 

to DIrrc*'.r 
cf tho Army Ct.;»i 


CPT Johnston/38065/me 
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tear Senator Chile*: 

la September 1974 I vroto to you to describe the Aray'e plana lor conduct- 
ing nodical folJow-un examination a of tlia officer* who participated , elans 
oriel* Lioutonnnt Colonel JUlian K. Jordan (U3A, Rutirod) , In an Amy- 
eponeored f psychochenicsl daaooat ration" In I960* l would Ilka to bring 
you up to data ou the progress of thoaa examinations* 

Thirty-four officer* participated In the original exercise# One of thon 
subsequently died la Sovitheaat Aela Iron battle wounds. Twenty-six ne^bere 
of the rcaalalr.g group of 33 worn contacted and Invited to cone to Walter 
lead Apty Nodical Center for collate evaluation, nineteen wa, Including 
Lieutenant Colonel Jordan, have now baeo examined. Another non lo ocheunlod 
for edulaeloa In the next few week** Gig uan Cecllucd the invitation to 
be examined, and arraiu events ere being uaoe to so certain their healtu 
statue using a questionnaire. Attempts are still being rads to locate saveit 
neebero of the group who have been separated froe the service. 

% 

t anticipate that e final asoeesnent of tha results of these examinations 
will be completed in October 1375. 

1 trust that this information will bo of easis tones. 

Sincerely, 


mS'cTwCTWO 

General, United States Anxy 
Chief of Staff 

Honorable Lawton Chiles 
United States Senator 
Federal building 
Lakeland, Florida 33 SOI 

RETURN TO TSG SHOWING ACTION TAKEN 
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laWton chiles 

PLOKIOA 


QICnHeb 4£>iaic* rScnaie 

September 9, 1974 


W M l I W llfc 

A y rnorwiAttows 

•OVCRMMIMT OrtUUTlOMt 
99ICI A I COMMtTTfX ON 
WKT COM Ml TTU ON 

OONO Wt HtO N M. omUTOWI 
OCMOCKAnC ITttSMt COMMIT^ 


General Fred C. Wayand 
Acting Chief of Staff 
Department of the Army 
Washington, D.C. 20310 

Dear General Wayand » 


On March 4, 1974, you advised that the Army planned 
to examine as rapidly as possible those persons 
involved in the Army-sponsored "psychochomical 
experiments" conducted during January, 1960. 


Since receipt of your letter, copy attached for 
your information, I have again been contacted by 
Lieutenant Colonel William R. Jordan who indicates 
that thus far, he has not heard from the Department 
regarding his re-examination. Accordingly, I would 
be most appreciative if you would advise me of the 
progress made in the conduct of the N examinations. 



LC/lx 

enclosure 



SCRD-KR 


1 5 JUL 197S 


MEMORANDUM FOR; Tho Surgeon General 

SUBJECT: Followup Study of Any Off Icon Who Par tic ip* tod in Psychochemloal 

Experiment# In 1960— INFORMATION MEMORANDUM 


1* In I960, a group of Array officer* who wort students in advanced claaaea 
at the Infantry School, Fort Banning, Georgia, volunteered to participate 
in a demonstration of the effect* of d-ly*ergic acid diethylamide (LSD)* 

The test was directed by personnel from the Experimental Medicine and 
Neuropharaacology Branch at Edgeuood Arsenal and v»« performed to demon- 
strate the disruptive influence thl* "psycho chemical” might have on combat 
troop* if it were used against them by an enemy* 

2* After the voluntoer* had uudergone psychological testing end physical 
examinations, they vers given s single oral doss of LSD* The dosage was 
adjusted according to each subject's weight so that he received 100, ISO 
or 200 ctlcrograns of the drug* Tho subjects ware asked to perform various 
mental tasks after taking the drug, and their behavior was observed closely* 
Aside from expected temporary behavioral- changes, there vers no severs or 
untoward reactions* the offsets of the drug vara no longar apparent when 
the officers were examined 24 hours after they ingested the drug* 

3* In 1972, a retired officer who was part of this group, LTC William R* 
Jordan, wrote to The Surgeon General to point out that there were possible 
late and long term effects of LSD. He was particularly concerned about 
information in the lay and medical literature indicating that the use of 
LSD might cause chromosomal damage, birth defects, psychoses, brain damage, 
and epilepsy* The officer had his first grand mol convulsion one year 
after participating in the LSD study end he subsequently suffered from 
psychomotor and focal seizures which wars difficult to control* Us was 
convinced that there was a causative relationship between his taking LSD 
In the study and his seizure disorder* In addition, he felt that the LSD 
ingestion was responsible for his wife's infertility and the production of 
a spontaneous abortion in 1966* The officer urged The Surgeon General to 
follow up on volunteers who were given LSD because of the possibility that 
some others might have been adversely affected. 
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1 5 JUL 1975 

SCRD-UR 

SUBJECT: Followup Study of Amy Officer* Who Participated is Fsycbochamlcal 

Experiment* in I960— INFORMATION MEMORANDUM 

4, Th* staff of the US Amy Medical Research and Development Command spent 
considerable time and effort in researching the claims of long term deleter* 
lo us effects of LSD* It was concluded that none of the 111 effects cited 
had any firm support in the medical literature, the matter was referred 

to the National Research Council of the National Academy of Sciences for 
an independent opinion, the report of this Council, in part, concluded 
that! "Currant paucity of scientific evidence in the available literature 
suggest a that if long-term effects of LSD do occur after exposure to the 
dosages used in the Army tests, end this has yet to be established, they 
oust occur at a very low frequency rate," the full reply of the Council is 
et tAB A, 

5, After LtC Jordan indicated that he vis dissatisfied with the Army's 
decision not to perform a followup study, he was notified in March 1974 
that examinations of the Fort Banning group would be performed* Corre- 
spondence with Senator Lawton Chilae on the progress of these examinations 
is at tAB B. 

6, iqs following table summarises the progress of the examinations on the 
14 men In LTC Jordan's group who ingested LSD: 

a. Completed Examinations st Walter Reed Army Medical Center ,,,, 19 


b. Declined Invitation to be Examined 7 

c* Letters not Answer ed/Addresaes Still Being Sought 7 

d» Deceaseds Killed In Action, Republic of Viet Nam 1 


total 34 

7, The results of the completed examinations are being collated by 
Colonel Archer Uuott, MC, Chief, Neurology Service, Walter Reed Army Medical 
Center, A preliminary report on two patients with abnormal findings is at 
TAB C. A health survey questionnaire to be sent to men who declined exami- 
nation is being writ ton in consultation with Colonel Uuott, A final report 
should be completed in October 1975, 

B, LTC Jordan's group rspressnts a small portion of the total number of 
subjects who took LSD as part of Army rsssarch projects. It has been 


2 
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J5JIH WV. 


SCRtMIR 

SUBJECT: * followup Study of Army Officers Who Participated in Psycho chemical 
Experiment* In 1960— IHFORMATIOH MEMORANDUM 

os t traced that about 1,500 subjects nay have participated at the Anty 
Chemical Center at td gevood Arsenal, at other Installations such as Fort 
denning or In contract programs* A mtmorandun on this subject from the 
material gathered as part of the Jordan case investigation Is at TAB D, 


4 Incl 

as 


S1GNEO 
Ksnncth R* 


Dirkt, M.0 m 


BO 


KENNETH R. DIKES, H.D. 
Brigadier General, HC 
Assistant Surgeon General 
for Research and Development 


MFR: Memo sunsaarizes progress to date on followup study of Amy 

Officers who participated in psychochealcal experiments In 
1960 at Fort Bennlng, GA* 
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MAJ Johns ton/ 36065 
Typed by M. Earles 
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Colonel Jordan. Again, sir, I am not trying to censure the Army by 
any stretch of the imagination. 

People disagree. The Army had its position; I had my position. 

Senator Kennedy. I think you have been very fair, quite frankly, 
to the Army. 

Colonel Jordan. The Army treated me well, sir. 

Senator Mathias. Do you know if the others have had side effects! 

Colonel Jordan. Sir, I do not know of my own knowledge. 

I have heard rumors they have had psychotic episodes after injec- 
tion of the drug, but I have no personal knowledge. 

Senator Kennedy. Mrs. Ray. 

I understand, Mrs. Ray, you were employed as a research assistant 
at the University of Minnesota Psychiatric Hospital. 

Mrs. Ray. No, Senator. 

I started at the University in 1062, and I was employed as a research 
assistant from 1964 to 1966 and also as a psychometrist and teaching 
assistant. 

Senator Kennedy. What did you do there! What was your func- 
tion! 

Mrs. Ray. I worked on various staff projects and I, for the most 
part, tested patients psychologically. I did intelligence tests and a lot 
of MAPI's. 

Senator Kennedy. Did you witness any LSD experiments! 

Mrs. Ray. Yes. 

I was directly involved in Dr. Marazzi’s study. 

Senator Kennedy. Who is Dr. Marazzi ! 

Mrs. Ray. He was a psychopharmacologist who had an Air Force 
grant, and he was doing LSD studies for us. 

He was not in the department of clinical psychology as I was. He 
was two or three buildings away, but I took care of his psychological 
testing of LSD patients that he nad. 

Senator Kennedy. As I understand it, this was an Air Force grant. 

Is that your understanding! 

Mrs. Ray. Yes ; it was. 

Senator Kennedy. Tell us just a little bit about the conditions 
under which these LSD experiments took place. Were doctors present 
during the time of testing ! 

Mrs. Ray. It is hard for me to say exactly what happened, but I can 
tell you firsthand, since I was also a subject in the LSD study. There 
wero no medically qualified people there. 

A student gave me the injection. There was no followup. 

Senator Kennedy. How do you know it was a student! 

Mrs. Ray. I knew him. 

I assumed he had B.A. I am not sure. 

Senator Kennedy. That would make you feel a lot better, wouldn’t 
it! 

[Laughter.] 

Can you tell us a little bit about what the effects were! 

We heard from Colonel Jordan of the effects of his particular 
testing. 

Could you describe those you experienced ! 

Mrs. Ray. The test on me hr the subject 

Senator Kennedy. Both. 



Mrs. Rat. I do not know how subjectively they felt. 

I know how I thought and acted. But with me, I considered it the 
most important event of mv life. 

I went through a state of absolute terror, panic., 

I have a very hard time verbalising because unless a person has been 
through this, it is very hard to explain it 

I started out after the injection with nausea and shaking and feeling 
cold and wanting to run away, but not knowing from what. 

As I got worse and worse, I realised something was very wrong. I 
felt they may have given me too much or maybe they accidentally went 
into a vein, and I told the student that I wanted to go to the emergency 
room. 

I was absolutely desperate, and he said he was sorry, but he could 
not take me there without some sort of authority. 

This was on a Saturday, and there just was nobody in the building. 

There was no one but the two of us who I knew of. 

So he got on the telephone and tried dialing Maraszi who never 
seemed to be around. He was never around when I was around. 

He dialed all kinds of people and could not get through, so I tried 
to go out through the winaow. 

He was holding onto me. He hollered, and another student walked 
through, and the two of them took me to the emergency room. 

At this time it was about the worst I was in a state ot becoming the 
universe. I became objects. I was no longer a person. I was in a state of 
Absolute terror. 

The closest thing I can remember being like that was as a child, when 
I was given ether, the feeling before losing consciousness, and this time 
I could bring myself back enough to realize that I was a person out 
of this billowing black seething weirdness, this horror. 

I looked down and I saw my arms which were two white rivers with 
black threads and they were my veins. I realized that, and I felt that 
if I tried really hard, somehow I could sever the veins, and I realized 
even though I was not really a person that I could end all this night- 
mare, this hell, by cutting my veins. 

Then I concentrated on this problem for what seemed like centuries, 
because time did not exist. It was a strange time disorder. I tried des- 
perately to try to kill myself, and at this point there is no question in 
my mind that if I had had some sort of sharp instrument, and if I wore 
alone, I would have killed myself. 

And no one seemed to know how to handle the situation. 

No one seemed to know what to do. It seemed like kids playing 
scientists. 

Senator Kennedy. There was no adequate medical supervision 
during this period of time ? 

Mrs. Rat. When I saw patients going in I never saw Dr. Marazzi 
around. There were just students. 

Senator Kennedy. Were you permitted to go to the emergency room 
when you wanted to! 

Mrs. Rat. No, the student told me he just could not take me there; 
he had to get some authorization first. 

Senator Kennedt. And you contemplated suicide? 

Mrs. Rat. It was not just contemplating; I was desperately trying 
to find out how I could commit suicide. 
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Senator Mathias. Is that why you tried to get out the window, or 
were you just trying to escape? 

Mrs. Rat. At that point I did not consider suicide. 

I was just trying to get away . I wanted to run away. 

Senator Mathias. It was just getting out of there that was im- 
portant. 

Mrs. Rat. Yes. 

I did not care that I was on the third floor. I just had to be away. I 
was like an animal in a cage. I did not want to be trapped. I was held 
against my will, even though I guess I should not have been. 

Senator Kennedy. Were tnere others in the tests? 

Mrs. Rat. Yes. 

Senator Kennedy. While you were there or during the time that 
you were being tested did you view any tests that were being dime on 
minors? 

Mrs. Rat. Yes. 

I specifically remember a couple of them that were quite horrible. 

Senator Kennedy. How old were these test subjects ? 

Mrs. Rat. I remember one girl of 17, although I saw her written 
up as 18, and I remember another girl 19, and the 18-year-old defi- 
nitely did not want to be part of the experiment. 

Senator Kennedy. How do you know she did not ? 

Mrs. Rat. I saw her as they were taking her in, and she said she 
won’t go, she won’t go, and they said, “Yes, you will,” and she said, 
“Don’t take me back to that hell” ; which makes me think she had had 
a previous experiment. 

Senator Kennedy. What was she doing in there ? 

You were all not forced or required to do this, were you ? 

Mrs. Rat. She was a patient, and she was forced. 

They told her she had no choice. - 

I remember this little episode very well. 

There was an aide on her arm restraining her, and an orderly on 
another, and she kept saving she did not want to go in, and they 
said— I do not know which it was who said that, but they said, “You 
have to go ; you have no choice.” 

Senator Kennedy. What did the doctor tell her? 

Mrs. Rat. There was no doctor there. 

But I went back then about 1 or 2 hours later, and at this point 
she was totally disintegrated. She was absolutely psychotic. Before 
this she was a very normal appearing person ; she would gossip and 
joke. I even remember a joke she tola me. She was attractive and 
talkative. But afterward she was just a mess. She was taken back to 
the ward, and she was for like 4 days mute, and you could not get 
through to her in any way. 

I tried to test her, and I went into her room and she was just 
staring straight ahead. 

I went like this [waving hands], and it was nothing; she did not 
seem to see me. 

I took her to the testing room where there was four others, and 
she walked right through a chair as though it was not there. Any posi- 
tion that I put her body in, she would stay in. 

I would go like this, and she would stay like that 

[Indicating.] 


70-021 0 - 70-0 
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It was just as if she were a doll. 

I tried to explain the test to her over and-over and over. She could 
not read. 

I showed her. I tried to make it very simple, and I said, “Read the 
card. If it is true, put it here [indicating]. Read the card. If it is false, 
put it there [indicating].” 

She could not understand. 

Finally, she started going like this [indicating], sort of mimick- 
ing but actually nothing. She just could not understand. 

I am sorry. She did not fall over the chair when she went in ; she 
fell over it when she went out. 

Senator Kennedy. What has happened to you in succeeding years 
since the test took place ? 

Have you had any side effects since the test took place? 

Mrs. Ray. Yes. 

Senator Kennedy. What have they been? 

Mrs. Ray. Before this I was quite a relaxed person despite a rather 
traumatic life, and right after that, starting the date I got the LSD, 
I have been overwhelmed, flooded with anxiety almost 24 hours a day. 

It has never changed, and this is over 9 years ago. 

That is the most important problem I have had, flashbacks to more 
or less a degree, a feeling of going back to that terrible world. 

I have had nightmares, I have developed an intolerance to any sort 
of stimulants, (hie cup of coffee after noon will keep me awake all 
night, and things like that. 

But. at the time it influenced me quite a bit because I had to auit 
school. I was hospitalized when I had the LSD experience, but that 
was not the end of it. 

I had to go through 6^ months of psychiatric therapy. I was re- 
ferred to a psychiatrist the next week, and that was very expensive 
for a student. 

To add insult to injury, I received a hospital bill after I was ad- 
mitted for the treatment for me under the LSD, which I sent to 
Dr. Marazzi. 

After that point, I have never seen or heard of him again. 

Senator Kennedy. Do you want to try to get some kina of addi- 
tional followup help or assistance? 

Mrs. Ray. Not from them. 

Senator Kennedy. You did not care if you ever saw them again? 

Mrs. Ray. I cared. I did not want to ever see him again. 

Se nator Mathias. Mr. Chairman, during Mrs. Ray’s very eloquent 
and moving description of her experience I noticed Colonel Jordan 
nodding. 

Colonel Jordan, you seem to agree with her description of the kind 
of experience ; is that correct? 

Colonel Jordan. Right down the line, yes, sir. 

It is a complete personality disintegration, and in some instances a 
person becomes almost like a schizophrenic paranoid, without any abil- 
ity to control his own actions, his emotions, his thoughts. 

I was just reminded there that they gave us an English test, for ex- 
ample, during this experiment and it was impossible. 

I was a graduate with honors in journalism and a minor in English, 
and they gave us an English test which I assume is about second grade 
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level, and I could not even determine what true and false meant. It 
was so completely beyond me. I could read the words, but I could not 
somehow connect them. 

Her description was absolutely graphic and correct. 

Senator Kennedy. Thank you very much. 

Senator Stafford. Mr. Chairman^ could I ask Mrs. Ray, would you 
give us again the name of the doctor who apparently had Air Force 
rank and supervised or had charge of these tests? 

Mrs. Ray. Dr. Marazzi, and his initials are A. S. 

His first name is very hard to pronounce. 

Senator Stafford. Do you know, Mrs. Ray, if he is in the room 
today? 

Mrs. Ray. I have not looked. I do not know. 

Senator Stafford. Do you know where he resides at the present 
time? 

Mrs. Ray. I heard that he is near Detroit. I read this in the paper. 

Senator Stafford. Do you know if he is practicing medicine at the 
present time? 

Mrs. Ray. I hope not. I do not know. 

Senator Kennedy. We ought to give Dr. Marazzi a copy of the testi- 
mony and pennit him to make comments. 

Mr. Chaffin, you were in the Air Force. 

During what period of time? 

Mr. Chaffin. My total career spanned from June of 1949 until De- 
cember of 1969. 

Senator Kennedy. Did you participate in drug tests? 

Mr. Chaffin. Yes, sir, I did. 

Senator Kennedy. Will you tell us why you volunteered? 

Mr. Chaffin. Basically, loyalty to the Air Force, figuring this would 
be a way to assist the military in some of its programs. 

Senator Kennedy. What did you expect to find. 

Mr. Chaffin. I was completely unaware of what I would find. 

I had been a basic training instructor, and I was instructing in 
chemical biological warfare. 1 knew, you might say, a layman’s in- 
formation of this particular program, and although I was in the Air 
Force, this was under the auspices or control of the Army, and I as- 
sumed it would be basically the same thing. 

Two of the tests were conducted on a new style gas mask that I 
understand was being developed, and the other one was on the use of 
DDT to control body parasites, et cetera. 

Senator Kennedy. What were you told you were participating in at 
the time you came to take the test? 

Mr. Chaffin. Actually, to my knowledge, nothing, except we would 
be administered some type of drugs, which was specifically odorless, 
tasteless, colorless, administered in distilled water, and they would 
take certain tests during the period of time. 

Senator Kennedy What do you remember about the test itself? 

Mr. Chaffin. Very little. 

WM1® being administered it, we were requested to determine lapse 
of time, using a watch. After being administered the beaker or con- 
tainer of distilled water, evidently with the drug in it, we began — I 
recall going in, and again we were asked to determine a specific period 
of time: 1 minute, 2 minutes; I forget the exact number of times. 



Senator Kennedy. You were administered LSD, were you not! 

Mr. Chaffin. Yes, sir ; orally. 

Senator Kennedy. As I understand from what you are saying here 
from your own knowledge, that the purpose in administering this was 
to test the time lapses that those who were taking this drug 
experienced? 

Mr. Chaffin. Based on the information requested from the indi- 
viduals taking the tests, this is my summation, yes. 

Senator Kennedy. When did you find out it was LSD t 

Mr. Chaffin. I found out unfortunately at the time the story was 
published concerning the testing of LSD by Army at Edgewood Ar- 
senal, and definitely found out after I attempted to contact several 
people and did contact an individual in the Pentagon, and I received 
a verifying letter from the Army that I had been administered LSD. 

I believe that was around the 5th of August, this year. 

Senator Kennedy. How long after the test ? 

Mr. Chaffin. The test was conducted in July, I believe, of 1958. 

Senator Kennedy. And you found out in the last several months? 

Mr. Chaffin. Yes, sir. 

Senator Kennedy. Do you remember signing any consent form 
prior to the test? 

Mr. Chaffin. No, sir, I do not recall any consent form at all. 

Senator Kennedy. How would you characterize the medical fol- 
lowup after the test? 

Mr. Chaffin. To my knowledge, there has been no medical followup 
at all. 

I was never informed there was and I never received any unusual 
medical or psychological examinations. The only ones I received were 
strictly for purposes of reenlistment, and then finally, my retirement 
physical. 

Senator Kennedy. Would you tell us, Mrs. Chaffin, what effects you 
noticed in Mr. Chaffin after the test 

Mrs. Chaffin. Basically, it was a personality change. 

He became more withdrawn and depressed. 

Before he was very outgoing, very friendly ; but now hours would 
go by without talking, and this nas been since that time. 

Senator Kennedy. He has been generally more depressed? 

Mrs. Chaffin. I would say so, yes. 

Senator Kennedy. It is your assessment that you tie this depression 
to the time he took the test ; is that correct? 

Mrs. Chaffin. Yes. 


We had been married approximately 7 years when this happened, 
and it seemed in the latter part of our marriage he has been undergo- 
ing more of these side effects. 

Senator Kennedy. How do you feel, Mr. Chaffin, about how you 
were treated by the Army in this case ? 

Mr. Chaffin. It is a very difficult question to answer. 

I enjoyed my military career. Of course, again using hindsight, I 
feel that in this particular instance the treatment was unfair m the 
sense that I was not aware of the potential physical and psychological 
aspects of this particular job, and therefore, I had nothing to oase 
my decision on to volunteer. I mean, I had no knowledge of what could 
possibly transpire as a result of this. 



Senator Kennedy. Mrs. Chaffin, do you have a gun in your house f 

Do you have a weapon ? 

Mrs. Chaffin. Yes, sir, we do. 

Mr. Chaffin. Yes, sir, we do. 

Senator Kennedy. Could you tell us, Mrs. Chaffin; I understand 
you had a rather frightening experience one time. 

Mrs. Chaffin. Yes, sir. 

He did take the gun and start out with it and I asked him where he 
was going. It was about 10 o’clock, after dark. 

I knew he had no reason to carry a gun. 

He said, “I don’t know. I will be back.'* 

He had been rather moody all day^ and I just asked him why he was 
taking the gun. He said he was going to shoot himself, and that is 
when I told him that if he left the nouse with the gun, I would call the 
police and have them trace him down. 

But he seemed to have no memory of it at all. 

Senator Kennedy. Mr. Chaffin, as I understand, you have no 
memory of this incident, is that right? 

Mr. Chaffin. Yes, sir, that is right. I have no memory of this 
specific instance at all. 

Senator Kennedy. Or any incidents involving this? 

Mr. Chaffin. I have had other instances of extreme depression, ac- 
tually blank memories up to a certain point ; as I say, extreme depres- 
sion, virtually indescribable, as far as contemplating taking my own 
life. 

Senator Kennedy. Did you ever have those prior to the time you 
took this drug? 

Mr. Chaffin. No, sir. I can honestly say I had no experiences such 
as this. 

Senator Kennedy. Thank you, Mr. Chaffin. 

[The prepared statement of Mr. Chaffin follows:] 



STATEMENT OF WILLIAM F. CHAFFIN 


"Before a Joint Session of the Senate Subcommitte on Health 

and 

the Senate Subcommittee on Administrative Practice and Procedure” 

September 10, 1975 

My name is WILLIAM F. CHAFFIN, I am a retired member of 
of the United States Air Force and the owner and operator of a jewelry 
store in Tucson, Arizona. I am appearing before the Subcommittees 
today, with my wife, at the request of Senator Kennedy's Staff, to 
answer certain questions and hopefully to cast some light on the events 
surrounding my participation in a human experimentation program while 
in the United States Air Force at Edgewood, Maryland in July of 1958. 

In June of 1958, I was a Sergeant in the United States 
Air Force at Dover Air Force Base, Delaware. Pursuant to my duties 
there, I became apprised of the need for volunteeers for chemical 
and biological testing at the Edgewood, Maryland base. In an attempt 
to be useful to the United States Air Force and my country, I volun- 
teered for temporary duty to engage in such testing. I was not informed 
at any time prior to the testimony of the nature of the tests of my 
duties. (A copy of the orders sending me to the testing facility at 
Edgewood, Maryland is attached .hereto and incorporated as a part of 
the offical record of these hearings.) 

Upon my arrival at the Edgewood facility, I was placed in 
a barracks with approximately thirty other volunteers. Daily, some 
of the volunteers were taken to various points on the base, and it 
is my understanding they conducted experiments involving the use of 
gas masks and perhaps DDT. For approximately two weeks, I was simply 
ordered to report to a certain station each morning and then was 
released for the remainder of the day to pursue my own interests. I 
must say that the dates are not exact, and I cannot say with any 
great amount of surety whether I was there for a week, two weeks. 
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three weeks before I was actually Involved in the testing of LSD. 

In any event, at some point around the middle of the month of July, 
aysolf and four or five other individuals were taken to a hospital 
on the base. We were at that time taken into a room and a psychologist 
or psychiatrist- I cannot remember which-who I believe was associated 
with the University of Maryland, informed us that we would be admin- 
istered a drug or a substance in distilled water. We were further 
informed that this drug or substance would be odorless, tasteless, 
and colorless. We were asked to perform certain tests prior to the 
ingestion of the substance. My best recollection of these tests is 
that wo were simply asked to estimate certain amounts of elapsed time 
by any means other than a watch or clock. We were then taken back to 
our various wards and a short time thereafter, I was given a beaker 
of colorless, odorless and tasteless substance by an orderly or an 
attendant • 

1 have no recollection whatsoever that I was informed of 
the nature of gualitites of the substance. Certainly, no reference 
was made to any possibility of detrimental, psychological or physical 
effects on myself, or my future family, by the taking of the substance. 

I cannot estimate adequately the length of time that elapsed 
after I took the drug until I first began to notice the effects; but 
my best recollection is that it was in the nature of one-half hour. 

At that time, I remember being taken back to the psychiatrist or psy- 
chologist and again asked to estimate various lengths of time by any 

, 

means except observing a clock or watch. It is extremely difficult 
for me to describe adequately what occurred in the next hours of that 
day. I have to this day distinct recollections of vivid and colorful 
events that made no sense whatsoever to me. I have distinct recoll- 
ections of either siyself hallucinating or other individuals hallucinating 
and imagining that they were seeing certain objects and things. I do 
not recall if they were in fact hallucinating or if I were simply 
iiaagining they were. I was obsessed with a feeling that I can only 
describe as utter and total depression. I do not think these words 
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Adequately convey the moaning of that which I experienced, but I 
simply do not have the words to set .forth the occurrences of that 
day. Later, l was released from the hospital. I cannot recall if 
this was after a period of twelve hours, twenty-four hours or thirty- 
six hours or acre. It is siaply impossible to adequately dotermine 
what lengths of time elapsed. 

I returned to ay home at Dover, Delaware Air Forte Base 
shortly thereafter, and ay life returned to a state of sons normality. 

I found it extremely difficult to talk to my wife or to any other 
individual about what had occurred to me at Edgewood. Additionally, 
although I was given no debriefing and was not told of the substance 
or quality of the tests that I underwent as a member of the United 
States Air Force, I did feel that this was a natter that should not 
be discussed openly. 

Since that time, I have experienced what I believe to be 
LSD flashbacks on at least three separate occasions. The feelings 
that encompassed me on those three different occasions were again 
what 1 can only describe as a total depression accompanied by nearly 
uncontrollable desire to take my life. 1 do not wish to talk about 
these occurrences in detail at this time, but will do so if it will 
be helpful to the committee's investigation. 

After I returned to Dover Air Force Base, my wife became 
pregnant and about November of 19S8, she suffered a miscarriage of what 
the doctor informed us was in all likelihood a deformed or malformed 
fetui. I do not know at this time if this attributable to the LSD 
which I was administered at Edgewood, Nary land or not. We do not at 
this tie* know if various other problems which have arisen in one of 
my children is directly attributable to LSD or not. Conversely, we 
do not at this time know that there is no relation. After the inge'stion 
of the substance in July of 19S8, my personality and behavior began 
to change. After seven years of marriage, I was certainly not an 
individual that tended to depression. However, after the ingestion 
of LSD, X have undergone as I mentioned earlier, several occasions of 
the same total and extreme depression that occurred when I was given 
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the LSD initially. Additionally, my wife has related to me one incident 
that occurred and which 1 have no recollection of whatsoever. This 
incident involved my actually taking a gun and attempting to leave 
our home for the purpose of taking my own life. 

X would like to state for the record that I believe that 
the United States Air Force was always extremely fair to me in my 
military career. 1 enjoyed my military career and consider myself to 
be a loyal member of the United States Air Force retired* 1 must also 
state that the trauma that 1 have undergone as a result of beinq surr- 
eptitiously administered this drug is something I consider to be totally 
out of keeping with my concept of the service. I can only hone that 
the Coesiittee will take every means available to make sure that the 
other individuals who were administered LSD receive notification and 
help. 

I should relate to the Committee that upon reading of the 
tragic story of the Olsen family, it became apparent to me that I 
had probably received LSD in July of 1958. I was, therefore, not 
totally shocked when I received notification from the office of the 
Surgeon General that X had taken LSD. I think I had already realised 
as much and had commented to my wife that, finally, I knew what 
it was I received at Edgewood, Maryland. I should also say to the 
Committee that it is an extremely difficult matter to be here and to 
be talking about these personal matters. I do believe, however, that 
there may be some help forthcoming for myself and others if individuals 
will take it upon themselves to come forward and to speak candidly 
about the experiences we have undergone as a result of this drug, 

I am deeply and personally opposed to any and all illegal drugs. 1 
am not opposed to testing; but, I do believe that before individuals 
in a volunteer status are administered dangerous drugs such as LSD, 
they should be given the option of knowing the possibility of lasting 


harm, 
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Senator Schweiker. 

Senator Schweiker. Mrs. Chaffin, at the time your husband was 
administered LSD, were you aware that he was under an y drug at all f 

Mrs. Chaffin. AH I knew — I was a service wife; I didn’t question 
anything. 

He said he was going to Maryland, to TDY, and that was it. 

Senator Schweiker. You did not think it was a drug program of 
any kind involved ? 

Mrs. Chaffin. I did not know what it was, sir. 

Senator Schweiker. How long would you say it took from the first 
time he took LSD until you noticed a change in his personality? 

Was it almost simultaneous ? 

Mrs. Chaffin. No, sir. It was a gradual thing. 

Senator Schweiker. Would you say this continued for a long period 
of time? 

Mrs. Chaffin. It is really still continuing. 

Senator Schweiker. As far as you are concerned, has there been 
some kind of premanent effect? 

Mrs. Chaffin. I feel so, yes. 

Senator Schweiker. There is no question in your mind about that ; is 
there? 

Mrs. Chaffin. No, sir. 

Senator Schweiker. When did the gun incident occur? 

Mrs. Chaffin. It happened approximately 2 years ago. 

Senator Schweiker. When did he take LSD ? 

Mre. Chaffin. In 1958. 

Senator Schweiker. The gun incident happened 2 years ago? 

Mrs. Chaffin. Yes. 

Senator Schweiker. Looking hack on it, do you see a Government 
responsibility in this matter? What advice can you give our commit- 
tee about preventing this kind of thing, what snoula we be doing in 
the future to prevent families like yours from experiencing these 
tragic consequences? 

Mrs. Chaffin. I feel the subject should be well informed and his 
immediate family, his wife if he has one, or parents if not. 

And he should know what he is taking, and he should l>e advised 
of the consequences. 

Then, if he still wants to volunteer — I am not against testing as 
such ; that is the way we make progress. 

Senator Schweiker. Do you feel the Government should have told 
your husband what he received and followed up afterwards? 

Mrs. Chaffin. Yes, sir. 

Senator Sciiwriker. Thank you, Mr. Chairman. 

[The prepared statement of Mrs. Chaffin follows :] 
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STATEMENT OF MRS. DOROTHY CHAFFIN 

"Before a Joint Session of the Senate Subcommittee on Health 

and 

the Senate Subcommittee on Administrative Practice and Procedure 1 * 

September 10/ 197$ 

I am DOROTHY CHAFFIN, the wife of WILLIAM F. CHAFFIN, 
of 4449 Jay Street, in Tucson, Arizona. Wo have four children. I 
recall that my husband was ordered to the Edgewood Maryland Testing 
Facility in July, 1958; at that time, we were stationed at Dover 
Air Force Base in Delaware. I did not question, to any great degree, 
my husband's going to Edgewood in Maryland for testing. My husband 
had been a basic training instructor in biological and chemical warfare 
earlier in his career, and we both believed that he would bo doing 
tests which were similar to those in which he had participated in in 
Texas . 

When my husband returned in the latter part of July from 
Edgewood, Maryland, I spoke to him about what had occurred. In retro- 
spect, it is easy to see why he was so hesitant to speak with me about 
this matter, although at that time, I simply considered it a matter 
of Air Force security which did not involve me and into which I should 
not inquire . 

However, upon my husband's return, I began almost immed- 
iately to notice basic changes in his personality. These incidents 
ranged from slight depression over what seemed to me minor matters 
to total and deep depression for no apparent or explainable reason. 

He became more and more withdrawn and non- responsive- I think now I 
should have realized that this occurred simultaneously with what we 
now know to be the administering of LSD. But, I must say that I did 
not place those two events together in my mind until very recently. 

It is difficult to describe the change in my husband's personality, 
although he had become more withdrawn and was subject to short states 
of total depression. 
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Arisona, my husband arose from the bed rather late in the evening 
and took a gun from our home. I was amazed and asked what he was 
doing, and he simply replied to me that he was going out for a drive, 
and then stated that he was going to kill himself* I was shocked 
and began to try to reason with him to understand what was occurring, 
and he could not explain to me. After considerable difficulties, I 
did convince him to put the gun up, which he did, and he returned to 
bed* The next day, he was unable to recall anything that had occurred. 

X know of at least two other occasions when my husband had contemplated 
taking his own life and has suffered from acute and total depression. 

He cannot explain to me adequately how he feels during these times, 
but it is evidently a terrible experience for himj certainly it is for 
our family. 

As my husband has stated to you, we feel as if our family 
may have suffered directly from this incident in other ways also. I 
suffered a miscarriage in late 19S8 and was informed by the doctor 
that the fetus was probably malformed or deformed. Additionally, one 
of my children suffers from cystic fibrosis, a genetically inherant 
disease, and we are not sure at this time if there is a correlation 
between his cystic fibrosis and several other organic problems he 
suffers and my husband having taken LSD. We are informed that LSD can 
and in some cases does effect one's children. 

Since we have learned for sure that my husband was admin- 
istered LSD, our situation has been very difficult. We are a rather 
normal and private family, and it is difficult to talk openly about 
our problems. We are also convinced that this testimony is necessary. 
However, the whole ordeal has created great anxiety in my husband 
and our family. Nonetheless, we are hopeful that his statement will 
aid the Committee in its investigation and will inform other individuals 
who may have suffered from this drug as have my husband and our family. 


t 
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Senator Kennedy. Our next witness is Mrs. Elizabeth Barrett. 
Mrs. Barrett, I believe your father was involved in an LSD 
experiment. 

Mrs. Barrett. It is interesting the Army has not really decided 
what it is yet 

Newsday, which is a Long Island newspaper, got a name from the 
Army. That was shortly before we came aown to visit the Army. 


disclosing this to the reporter .from Newsday, the reporter called the 
Army and said, “How come you gave us two different drugs?” 

The net result of that conversation is they* came back to this man 
and said it may still be a third drug. 

They gave him the name of another drug and said he was going to 
Edgewood Arsenal to check it. 

I heard LSD as a child, and that is, so far as that, the only other 
information we have. 

Senator Kennedy. I think the Army told us this morning it was 
mescaline. 

Mrs. Barrett. But that is not very much. The mescaline derivative 
does not really mean anything. 

Senator Kennedy. Could you tell us just a little bit about the experi- 
ment that he was involved in. 

Mrs. Barrett. Senator Kennedy, I have a two-page prepared 
statement. 


If I may, I would like to give it to you, and then you can ask me 
anything you like. 

On January 8, 1953, my father, Harold Blauer died. At the time, 
his family was told that he died after receiving an overdose of a drug 
being given to him for diagnostic and/or therapeutic purposes. Now, 
the Department of the Army has informed me that my father was 
a victim of a drug test program administered by the New York 
Psychiatric Institute under an Army contract. The Army has sup- 
plied me with some of the file describing these experiments. The 
description of my father’s participation in this program is something 
I still find difficult to believe, much less understand. 

Not only is there no record of permission .from my father to ad- 
minister experimental drugs, but they were apparently forced upon 
him. I quote from the record — first day — first injection — first com- 
'rnentT^Very apprehensive, considerable persuasion required.” 

Anyone who nas been around mental institutions can tell you that 
means that my father was tied or held down. And prior to the third 
injection, my father pleaded “Why (do) you do this. I have plans 
to go home tomorrow.” ' 

It’s an outrage that this type of experiment has been permitted. 
There must be no more secret contracts to conduct experiments on 
innocent people. 

I cannot begin to express the dismay, fear, anger, pain * * * that 
I feel. But I would like to make the strongest plea I can that all those 
within range of my voice start to work with the philisophy that the 
best way to prevent this kind of horror — whether the misuse of exper- 
imental or even everyday drugs — is to encourage people to believe that 
they are responsible for their own bodies. 

In order for people to be capable of making intelligent decisions 
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about their health care, they have to have adequate information avail* 
able. One step that could be taken immediately would be to encourage 
the use of three easily understandable, obtainable and inexpensive 
books. They are simply : a medical dictionary, a Merck Manual and a 
Physicians Desk Reference (PDR). 

It is as easy to use a medical dictionary as an English dictionary. A 
Merck Manual is a grownup’s Dr. Spock. With the help of a medical 
dictionary, it is not difficult to understand. The PDR is a compendium 
of “package inserts” for most of the ethical drugs sold today. A “pack- 
age insert’’ is also, by law, included in every drug package shipped by 
its manufacturer. The package insert describes the drug, what it is 
made of, what sizes and forms it comes in, what it looks like, what it 
is to be used for, how it is to be used, when it is not to be used and what 
the possible side effects are. 

For example, I know you, Senator Kennedy, have been concerned 
about the misuse of antibiotics. A patient looking for an antibiotic in 
the PDR and/or his ailment in the Merck Manual, will find that he 
should have a culture and sensitivity test before an antibiotic is pre- 
scribed. He will also learn that antibiotics do not kill viruses. If any 
of the correct procedures are not being followed, he will be able to 
ask effective questions and help to prevent the development of prob- 
lems. 

I firmly believe that mass utilization of these books and the im- 
proved patient-doctor communication and responsibility they would 
foster would begin to obviate some of the medical problems this coun- 
try is having today. 

If cigarettes must be labeled as dangerous to your health and if 
the ingredients in all package goods on supermarket shelves must be 
listed, how could it be that a patient can receive medical care, includ- 
ing drugs, without the vaguest idea of why or what he is getting or can 
be a guinea pig in a secret experiment. 

I would welcome the opportunity to discuss this in depth. 

Senator Kennedy. As I understand, the drug was administered to 
him, this drug mescaline, or derivative, was administered on a few 
different occasions. 

Mrs. Barrett. Five different occasions; three different drugs. 

Senator Kennedy. Three different drugs; and it was the final in- 
jection, I understand, which was the one that killed him ; is that cor- 
rect? 

Mrs. Barrett. Yes. It would have to be the final injection that killed 
him. However, that final injection was also the substance they gave 
him the first time. 

They gave him three drugs, two of them twice, and one of them once, 
alternating at all times, never giving the same drug twice. 

The first time they gave him the drug, they gave him 28.4 milli- 
grams. The last time they gave him the drug, the time that killed him, 
they gave him 450 milligrams — 28 to 450; that is not even done in 
animals in laboratories ; they are too valuable. 

Senator Kennedy. Do you know whether your father consented to 
the drug experiments? 

Mrs. Barrett. I have no information that he did. 

We were not aware at home that he was involved in anything like 
this. 
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He was aware, as I was aware, that he was to come home the next 
day after this injection. 

Senator Kennedy. How old were you then f 

Mrs. Barrett. Thirteen. 

My mother and father were divorced and I had lived with my father 
for the last 2 or 3 years alone, so I had been close to him. 

He did come out of the hospital at Christmas, just after this quote I 
gave you— “Why do you give this to me? I am going home tomorrow.” 

He came out and spent, I think, 3 days with me m kind of a resort 
hotel on Long Island for Christmas. 

It was my understanding then that he was going back in for another 
week or so and then come out on the 5th of January. 

He rented a place for us to live, and things were going to be all 
right. 

Senator Kennedy. As I understand, later there was a case which 
involved the death of your father. 

The Justice Department was brought into it, I suppose, to advise 
the Department on the way to proceed, and I will make that a part of 
the -record. 

Mrs. Barrett. Is that the memo about my mother’s suit against the 
State? 

Senator Kennedy. That is correct. 

Mrs. Barrett. My mother settled for $18,000 as a consequence of 
that? 

Senator Kennedy. Yes. 

Mrs. Barrett. May we have a copy of that? 

Senator Kennedy. Yes, you certainly may. 

We will put it in the record. x 

You may have a copy. 

Mrs. Barrett. I have correspondence of my mother to her grand- 
father who was a lawyer and was helping in the case and the various 
lawyers, and the pain my mother went through. 

They tried to say to her, things like “We will tell nasty things about 
you. 'I'hey will get out in public if you continue to pursue this case.” 

Senator Kennedy. I will include this memorandum from Dr. Dill 
after we have reviewed it just in teems of personal privilege. 

[The material referred to may be found in the files of the sub- 
committee.] 

Senator Schweixer. I think you have given us a strong indictment, 
and I want to assure you of my own personal commitment to follow 
up and support Senator Kennedy and Senator Javits in their bill in 
this area. 

Having served on the CIA Intelligence Committee, I believe one of 
the tragedies as I see these programs, is that the responsibility is very 
difficult to pin down. 

It seems to me that one of the areas that we should include in the 
legislation is to mandate the Commission to keep a register on pro- 
tecting human behavior, and to make official not only who initiates the 
tests, out eveiybody who approves a test or program. All names should 
be on the register with this Commission, because time and time again 
on the Intelligence Committee we run into memos that are unsigned. 

Everybodv says there was a memo but nobody ever signed it. 

We have been playing those games for several months, and it gets 
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back to the old intelligence technique where there was a memo but it 
never really went anywhere, it never really authorized anybody to do 
anything. 

Second is the compartmentalization of information so that only a 
few people know about it, and then, of course, when somebody does 
find out, there is the type of harrassment you just described used to 

If we do not take special pains to have the forms signed on the 
dotted line, making known the chain of command, whether it be the 
military structure or the CIA, we will never solve the problem. 

So I think it is not only important to tell you that we are com- 
mitted to changing it but we are committed to setting up a system 
that is going to work instead of everybody being permitted to pass 
the buck. 

Mrs. Barrett. I do appreciate that. Senator Schweiker. 

However, I would like all of you to make the American public un- 
derstand that no matter how many laws you pass, this cannot be the 
ultimate safeguard. The ultimate safeguard has to lie with that per- 
son’s consent. 

Now, there is some question as to whether that is possible, but there 
is not a question that I am going into my doctor’s office and he is giv- 
ing me a drug. 

We cannot protect them too much. 

I think we have protected them to the point where people say, 
“Well, the Government would not allow this if it were not all right,” 
so they go ahead and do what the expert says. 

Am I clear? 

Senator Schweiker. Yes, I understand what you are saying, and I 
certainly will keep it in mind when we act in tnis area because it is 
obvious the system has completely broken down. There is going to 
have to be a super effort to write a mechanism that will work, since 
there are now all kinds of ways of getting around the fact. 

Senator Kennedy. Thank you, Mrs. Barrett. 

Senator Mathias. Just one* question. 

You said that your mother was coerced into settling because they 
threatened to disclose some personal information. 

Who was that? 

Mrs. Barrett. I have not that specific information. 

I have a letter from my grandfather or my grandmother telling her 
that they, the Psychiatric Institute, but I am not sure who this spe- 
cific “they” was, had some kind of damaging information about my 
mother’s relationship with her husband. 

Heaven only knows what it could be. 

My mother was in Mexico when all this happened, but coming from 
a very conservative family, where, what will tne neighbors think, was 
kind of the operant language, it must have scared my mother to death. 

Senator Kennedy. Thank you very much. 

Final comments will be made by the Olson family and Colonel 
Rewet. 

We welcome you here. 

I think the story is probably well-known by the American public. 
It has been written about quite extensively. 

I would appreciate it if you would just briefly tell us how your 
husband came to take LSD, and was he aware that he was going to get 
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it, and then perhaps Mr. Rewet can tell us a little bit about the 
follow up. 

Mrs. Olson. I knew nothing about the LSD until June of this 
year when I read it in the Washington Post, that he had l>ccn ad- 
ministered LSD and that as a result he had gone out the window. 

This whole 22 years, I had thought that somehow or other he had 
had a breakdown, and whether he jumped or fell from the window 
I don’t know, but I knew nothing about any LSD experiments at all. 

Senator Kennedy. Perhaps Colonel Rewet could tell us a little bit 
about the circumstances. 

Colonel Rewet. Shall I start from the beginning, Senator? 

Senator Kennedy. Summarize it; yes. 

Colonel Rewet. To summarize it very briefly, the incident occurred 
at a meeting in the vicinity of Deep Creek Lake in western Maryland. 

The purpose of the meeting was completely disassociated with the 
incident. The attendees at the meeting, aside from two CIA repre- 
sentatives of whom I am aware and myself, there were five people 
in my division, which included Dr. Olson. 

After dinner that night we were offered a liqueur, four of us were, 
one of whom was myself. 

After the drug took effect — it later proved that the liqueur was 
laced with LSD — they did notify us that we had been drugged. 

Senator Kennedy. After you had taken it ? 

Colonel Rewet. That is correct. 

Senator Mathias. While you were under the influence? 

Colonel Rewet. While I was under the influence, correct ; while we 
were, excuse me. 

Attempts were made to continue the discussion in a logical fashion, 
and to make a long story short, that was a disaster. 

I would guess I can only state that my reaction was pretty well 
described by Mrs. Ray and Colonel Jordan. 

To me, it was the most frightening experience I ever had or hope 
to have. Perhaps this was complicated by the fact that I did not know 
what was wrong with me, I suspect that Dr. Olson had the same feel- 
ings, although I do not want to put myself into his mind, and I sus- 
pect the other two gentlemen did also. 

AsJ>est I can recall, this took place Wednesday evening, a week 
before Thanksgiving 1953. We went home to Frederick, Md., Friday 
-afternoon. I suspect we all had a bad weekend, I did. 

On Monday, Dr. Olson, who was also a personal friend of mine, 
came into work. He was quite agitated. We sat down in my office, and 
he informed me that he had decided to resign from his position with 
the Civil Service, and he seemed to be quite concerned about com- 
mitting a security break, and he felt that nis performance at the meet- 
ing was not very good. 

I suggested to Frank that he go home and rest and we could talk 
again the following day. 

My own condition at that point, I guess, was you might call margi- 
nal, but I did have control. 

The following morning he came in, and he was disoriented and it 
was pretty obvious to me that he needed help. 

I got in touch with the agency, and they asked me to have him 
at the 
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Senator Kennedy. Is this the CIA ? 

Colonel Rewet. CIA. 

They asked me to have him at the airport as soon as possible. 

Frank asked me to go with him. We were, to go to New York. 

I was told that we were going there because that waa the place 
where they could get the best treatment for him, and in an atmosphere 
where he need have no fear of security breaks; that he would be 
completely free to say anything he chose. 

Senator Kennedy*. Is it your impression that one of the factors that 
was distressing to him was this, that evidently he was under this kind 
of cloud that he may have said something? 

Colonel Rewet. He appeared to be quite concerned over a possible 
security break at this time. 

Senator Mathias. At that time at Fort Detrick security was a very 
major preoccupation? 

Colonel Rewet. Certainly it was, and certainly in the particular 
division we were in, it. was more sensitive in some respects; yes, sir. 

Senator Kennedy. He had never been bothered by this before, had 
be? 

Colonel Rewet. Not that I can recall, sir. 

We went to New York, and as best as I can recall, we were accom- 
panied by representatives of the agency, and we went directly to the 
office of a Dr. Abrahamson. I just met him, that is all, and he talked 
to Frank, and this was on a Tuesday. 

On Wednesday afternoon at their suggestion I returned home for 
Thanksgiving with the understanding that I would return on Friday 
morning. 

Frank and the man who was with him called me Friday morning 
to tell me that they did not feel it was necessary for me to go back. 

That evening Dr. Olson called me. I guess it was about 10 or 10 :30. 
He appeared to be in very good spirits and indicated to me that he 
woula be seeing me the following day, which was Saturday ; that they 
were coming down home, and that they had arranged — and I believe it 
was Dr. Abrahamson who had arranged — for him to receive treatment 
at an installation, what I understood to be a mental institution, on the 
outskirts of Rockville. 

He told me the name of it, and the best I can recall it was Chestnut 
Lodge or something similar to that. I repeat, he seemed to be in the 
best of spirits and saying he looked forward to seeing me. The next 
word I had was about, I would guess, 3 or 3 :30 in the morning when 
a CIA representative — not the one who was with him — phoned me to 
tell me what had happened and asked me to inform the family. I did 
it — at dawn. 

Senator Kennedy. Would the members of the family like to add 
anything? 

Senator Mathias. Before they do that, Mr. Chairman, let me just 
ask Colonel Rewet two things. One, Colonel, vou say you didn’t get— 
you weren’t advised that you had had this drug until after you had 
already swallowed it. 

Colonel Rewet. That is right. After it had taken effect. 

Senator Mathias. You were really under the influence. 

Colonel Rewet. The best I can recall, that is correct I was wonder- 
ing what was wrong with me. 
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Senator Mathias. That is about the same as telling you you are on 
the way to the Moon when you see Cape Kennedy disappearing in the 
other direction, isn’t that right ? 

Colonel Rewet. Not having been to the Moon, I can’t say for sure, 
sir. 

Senator Mathias. But there is no more chance of getting back or 
getting out 

Colonel Rewet. You are lieyond the point of no return. 

Senator Mathias. How long did you continue your association at 
Fort Detrick after this event? 

Colonel Rewet. This was in November of 1953 and I was transferred 
to Washington here in August of 1954. 

Senator Math us. Ana later you returned to Fort Detrick. 

Colonel Rewet. I returned to Fort Detrick to be its commander in 
late 1963. 1 took command in 

Senator Mathias. And you were commanding officer there for what 
period of time? 

Colonel Rewet. April 1964 until I retired in September of 1966. 

Senator Kennedy. Let me just ask you — did the group that took the 
drug understand that at some time in n given time frame that they were 
going to be administered some drug ? 

Colonel Rewet. To the best of my knoweldge. Senator — as far as I 
am concerned, the answer to that question is “No.” 

Senator Kennedy. Well, you were just invited down to somebody’s 
house to get together with a group of friends and the next thing you 
know, you 

Colonel Rewet. This was a meeting that took place approximately 
quarterly. It was a skull session type of thing — to review progress ana 
plan research. 

Senator Kennedy. But you had no awareness or understanding, you 
yourself had no awareness or understanding that this meeting was 
going to be any different from any other that you have been to? 

Colonel Rewet. That is absolutely correct. 

Senator Kennedy. And at none of the other meetings, when you 
drank the drink after dinner — it was just a normal 

Colonel Rewet. Social drink. 

Senator Kennedy. Social drink. 

Colonel Rewet. Yes, sir. 

Senator Mathias. Mr. Chairman, it might also be useful to set this 
thing in context, to describe the actual location at Deep Creek Lake, 
at that period of time a fairly remote and isolated area, not as accessi- 
ble as it is today. Medical facilities in the area were very much limited, 
is that right, Colonel ? 

Colonel Rewet. That is absolutely correct. Senator. As far as I 
know, there was no medical person present. 

Senator Mathias. The small hospital in Oakland really is the only 
fall-back medical facility that was available at that time. 

Colonel Rewet. I didn’t even know that there was a hospital in Oak- 
land at that time. 

"Senator Mathias. So there was no provision made for any kind of 
adverse 'reaction to this administration? 

Colonel Rewet. Not to my knowledge. 

Senator Kennedy. Do you have any idea why you people were 
choren to be given the drug? 



142 




Colonel Re wet. No, sir. 

Senator Kennedy. Do you know who gave you the drug? 

Colonel Rewet. I presume it was the CIA people who gave me the 
drink. 

Senator Kennedy. Did you ever ask or did anybody ever 

Colonel Rewet. I believe they confirmed this. 

Senator Kennedy. Would tne members of the family like to make- 
n brief remark ? You understand what our particular interests are in 
terms of the notification and other factors. If there is anything else 
any of you would like to say, we would be glad to hear you. 

Mr. Olson. I think we want to emphasize that there are many areas 
involved in this whole incident about which we know little or nothing. 
One area is the whole trip to New York, what exactly the purpose of 
that trip was, the kind of treatment he received, if it was treatment, 
what the purpose of the consultation was with Dr. Abrahamsoti, who 
we now know from the CIA documents was a psychiatrist and had 
been practicing in that specialty. 

The concern that we nave had has been that apparently my father 
did pose some kind of security risk after he was given the drug, and, 
given that, what kind of precautions were going to be taken for his 
well-being. We know very little about that. We do know that there 
was no medical professional available at the meeting where the drug 
itself was administered. 

Senator Kennedy. Senator Schweiker? 

Senator Schweiker. No questions. 

Senator Mathias. Could you supplement Colonel Rewet’s testimony 
in any way with respect to Dr. Olson’s behavior when he came back 
from Deep Creek Lake? 

Mrs. Olson. When he came back from Deep Creek, he had been gone 
for 3 days and he came in very depressed, very quiet. And I sat at the 
table and I said it is a shame that the adults in this family don’t com- 
municate any more, because it was totally unlike him. On the week- 
end he spoke very little, but he was concerned about a bad mistake — he 
had not done well at the meetings, people had laughed at him, and it 
was totally unlike the kind of person that he was. 

Senator Mathias. Would you consider this a real change in 
personality? 

Mrs. Olson. A real change in personality. And it had distressed me 
forever, because I tried to reason with him — I asked him if he had ever 
broken security, did he ever falsify data, which were the two things in 
science that were most important. Then I said, well, this is ridiculous, it 
can’t be that bad. 

There was no way to reason with him, which is what I was trying to 
do. Of course, I had no idea that this was not a normal depression. It 
wasn’t a normal kind of concern which he had — but it was not like 
him. It was the most unreal weekend I could ever remember. 

Senator Mathias. The most unreal weekend ? 

Mrs. Olson. Unreal. When he left on Monday morning to resign, 
because he had done so badly at the meetings — and, of course, I ac- 
cepted this as fact. He walked out of the house and then called me about - 
10 o’clock in the morning and said he had talked to Colonel Rewet and 
everything was fine. And that night his mood was ever so much better. 

So the next day, when he walked into the house about 10 o’clock in the 
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morning and told me that he had consented to have psychiatric care 
and that someone had wanted to accompany him home because they 
were afraid he might do me bodily harm, I suddenly had to sit down. I 
could not comprehend what was happening. 

Senator Mathias. Had he ever considered the possibility of psychia- 
tric care before this weekend at Deep Creek Lake? 

Mrs. Olson. No. I assumed, of course, I was talking to a rational per- 
son, and that was the first time — when he said they felt that I might be 
harmed — the first time it dawned on me that this man was not rational. 

Then I asked if I could go to Washington and drove down with him 
and Colonel Rewet, and took him to a building which I could not 
identify, which I assumed was the CIA building. That was the last I 
ever saw him. 

I talked to him on Friday night just after Colonel Rewet had talked 
to him, and it was a fine discussion — everything was we will see you 
tomorrow — it was not a goodbye. That was the one thing that consoled 
me, was that I knew that this could not have been an international act, 
because he did not call up to say goodbye — it was I will see you 
tomorrow. 

Senator Mathias. Forward looking. 

Mrs. Olson. Yes. 

Senator Mathias. Now, when did you know that he was going to 
New York! 

Mrs. Olson. When he came home on Tuesday morning, he said he 
had consented to have psychiatric treatment ana he was going to New 
York to receive it 

Senator Mathias. He knew then it would be in New York? 

Mrs. Olson. Yes; they had apparently discussed that at work before 
he came home. And this was about the middle of the morning on 
Tuesday. 

Senator Mathias. But you did not know the name of the doctor? 

Mrs. Olson. No ; I had no idea. I later was told that the reason they 
had taken him to Dr. Abrahamson was because he knew him slightly 
from a tour at Edgewood, and also the doctor had high security 
clearance so Frank would be able to talk with him freely, which was 
necessary. I assumed he was going to be getting psychiatric care from 
him, or treatment 

Senator Mathias. Colonel Jordon, I can't help but observe that 
once again you are nodding in a reminiscent way as if these experiences 
are being relived, is that true! 

Colonel Jordan. That is right 

Colonel Rswet. Mr. Chairman, could I say one thing? 

Senator Kennedy. Certainly. 

Colonel Rewet. Something that has troubled me for 22 years is the 
fact that, while I never recall having told Mrs. Olson anything that 
was flatly untrue, I did allow her to think things were not true. I would 
like to have that put on the record that I do regret it. 

Senator Kennedy. That is a very honorable gesture. 

Senator Mathias. Colonel Rewet is a very honorable man. 

Senator Kennedy. It points up even more dramatically, I think, that 
we are talking about some of the most loyal and committed and dedi- 
cated and patriotic Americans who have been included in this kind 
of testing procedure, and whose lives have been obsiously, in terms 



of the direct testimony we have heard today, altered and changed in 
the most significant and dramatic way, and tragic way, including 
death, contemplation of death, disruption of lives. 

Certainly, no one would <)uestion the need for drug experimentation 
if there is to be progress in this field, but no one should experience 
what we have heard nere today, in terms of the gross misrepresenta- 
tion about potential side effects of any of these drugs, the complete 
failure of notification in terms of some of those that participated, so 
they are completely unprepared to cope or deal with these tragic 
after-effects. And even if they were notified, they were not notified 
as to the full extent of implications, as to what the effect of the drug 
would be. Apparently there was very little medical supervision during 
the testing — and, woefully, tragic little follow-up on all the kinds of 
emotional and psychological and physical damage that was the result 
of these tests. 

And that is just wrong. And I don’t think any of us are so naive 
as to believe that we are going to be able to, with the passage of any 
kind of legislation, eliminate the ills of our society. But what we can 
do, as legislators is to set up the necessary kinds of protections for 
our citizens which I think all of us here — and I think I speak without 
exception for the Members ot the Senate and Congress, feel that every 
American is entitled to. 

I want to just reiterate what Senator Mathias, Senator Stafford, 
and Senator Schweiker commented on, and that is that we want to 
offer whatever help that we possibly can during this period. But 
thero is nothing that we are going to be able to do that is going to 
bring back a loved one, and in many senses the kind of damage that 
has been done is irreversible. 

But to the extent that we can help and assist, I want you to feel 
that any of us, myself and the others all included, want to be of 
whatever help and assistance that we possibly can. 

Senator Mathias. Mr. Chairman, it has been a particularly reveal- 
ing morning of testimony. The chairman is to be thanked for having 
taken the leadership in scheduling this hearing and bringing this 
whole question to the kind of focus that it has come today. And 
it is valuable, because, Mr. Chairman, I think in these hearings that 
you have arranged, we not only get, really for the first time, a Kind of 
first-hand look at what has happened, but I think, at least as far as I 
urn concerned, we understand some new facets of it. 

I think we have all been able to feel and understand the kind of 
experience that the Olson family suffered in not knowing for more 
than 20 years exactly what happened to Dr. Olson, in not being 
sure what kind of cloud lay over them. But Colonel Rewet’s last 
remark, I think, is very revealing, the kind of pressures that are put 
on an honorable man, the kind of pressures with which he has lived for 
22 years, which are created by the system — and I do think we all have 
an obligation to change the system and to remove this particular kind 
of pressure on Americans, which I think is so alien to the whole 
system. 

Senator Kennedy. Thank you very much, you are all excused. 

We will stay in order, please. We have got two more panels. What 
we are going to do is excuse the third panel. We had given some 



assurances to the Army to have them on and out by a certain time 
and we are going to run into a time problem. 

And so I will ask if Major Johnston and Captain Wannarka and 
Lieutenant Colonel Dettor would just remain with us till the end of 
the hearing, so in terms of reference to various materials they had, 
thev can clear those matters up. But we will go right to the panel, 
U.S. Army — their General Counsel Mr. Ablard and Lt. Gen. R. R. 
Taylor, the Surgeon General, and Brig (Jen. K. R. Dirks, who is the 
Assistant Surgeon General — if they would be kind enough to come 
up here. 

As I understand, you have a prepared statement that is essentially 
the same statement that you gave to the Hubert committee earlier 
this week with the exception of one additional page. 

Am I correct, or do you have new testimony today ? 

STATEMENT 07 CHARLES D. ABLARD, E80., GEHERAL COUNSEL, 

DEFABTMEBT 07 THE ARMY; ACCOMPANIED BY LT. OEM. E. E. 

TAYLOR, SURGEON GENERAL AND BRIO. GEN. KENNETH R. 

DIRKS, ASSISTANT SURGEON GENERAL TOR RESEARCH AND 

DEVELOPMENT, A PANEL 

Mr. Ablard. That is the major change. 

Senator Kennedy. Well, since you have basically presented, that 
testimony already to the House, I would just think we could incorpo- 
rate that in the record. If there was any other additional comment 
that you would want to make, you may make that, I would think, 
now. 

But it seems to me that rather than running through the whole kind 
of testimony which you have already given 2 days ago that we ought 
to get on to some of the matters which have been brought up here 
this morning, which we are interested in. 

Mr. Ablard. You would incorporate that, then? 

Senator Kennedy. Yes, I will have it incorporated in the record 
as if read. 

[The prepared statement of Mr. Ablard follows:] 
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Mr, AbUrd was appointed General Counsel o f the Army on 
19 February 1975. In this capacity he serves as legal counsel to 
the Secretary, the Under Secretary, the Assistant Secretaries, and 
their staffs. 

Mr, Ablard was born on October 25, 1930, in Enid, Oklahoma. 
He received a Bachelor of Business Administration from the 
University of Oklahoma in 1552, an LLB from the University of 
Oklahoma in 1954, and an LLM from the George Washington University 
Law Center in 1959. He has been admitted to practice before the 
Supreme Court of che United States, the Supreme Court of Oklahoma, 
the U.S. Court of Military Appeals and several lower federal courts. 

Immediately after he graduated from law school in 1954, Mr, 
Ablard served as a judge advocate in the Air Force with duty 
assignments at Maxwell AFB, Oklahoma, and Itazuke, Japan. 

From 1958 to 1960 Mr. Ablard was the Judicial Officer and 
Chairman of the Board of Contract Appeals of the Post Office 
Department. Mr. Ablard was in the private practice of law in 
Washington, D.C. from 1960 to 1963. 

From 1963 to 1969 Mr. AbUrd served as the Vice President 
and Counsel of the Magazine Publishers Association and the 
American Association of Magazine Editors, in Washington, D.C. 

In 1969 Mr. Ablard became General Counsel and Congressional 
Liaison of the United States Information Agency, Washington. D.C. , 
where he served until 1972. Mr. Ablard served as Associate Deputy 
Attorney General in the Department of Justice from 1972 until 1974. 
During 1974 Mr. Ablard was a Visiting Fellow of the Center of 
International Studies, Cambridge University, England. 



Mr. Chairman, Members of the Committee: 


It is a privilege for me to appear before your subcommittee 
this morniug to discuss the Army's Drug Testing Program; a subject 
which quite properly warrants your review, I am accompanied by 
Lieutenant General Richard Taylor, The Surgeon General of the 
Department of the Army. We welcome the opportunity to testify 
within the limits of our present knowledge. 

Current interest in the history of Army drug testing using 
human subjects was prompted in part by the Rockefeller Commission 
Report' s'disclosure that an unidentified Army civilian employee had 
committed suicide several days after having been administered LSD. 
This individual was, of course, later identified as Dr. Frank Olson. 

On July 21, 1975, the Acting Secretary of the Army directed 
the Army Inspector General to conduct a comprehensive investigation 
to establish the totality of historical facts and circumstances surround- 
ing the Army's participation in drug testing, focusing particularly upon 
the testing of hallucinogenic drugs on human subjects. The Secretary 
also suspended all human testing, and ordered all volunteers to be 
returned to their regular duty assignment. The Inspector General's 
investigation which also encompasses the allegations concerning the 



Chief of the Medical Research Division, is currently in progress. 
Although substantial investigatory effort has already been expended, 
including formal interviews of over 55 witnesses, numerous informal 
interviews of other individuals, and review of thousands of pages of 
documentation, the bulk of this investigation remains to be completed. 

In the course of this investigation, one fatality has been identified as 
having occurred in connection with one of the contracts let by the 
Army for drug testing. This was Mr. Harold Biauer, who at the 
time of his death was a patient at the New York State Psychiatric 
Institute. The Department of the Army announced this information 
shortly after it was learned on 7 August 1975. 

As the time period of the investigation dates back to the late 1940*s 
many of the most knowledgeable witnesses are either deceased or 
have not as yet been located, and the memory of many of those who 
have been located is incomplete or imprecise. In addition, numerals 
pertinent records have not as yet been located, and many may have 
been routinely destroyed under standard procedures for destruction 
of all records. In my testimony today I will attempt to summarise 
the information that has thus far been developed as a result of the 
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Inspector General's investigation* However, I wish to emphasize 
that because this investigation is still in progress, and because of 
the problems that I have just noted with regard to locating knowledge - 
able witnesses and pertinent documentation, we have not as yet been 
able to reconstruct a complete account of the Army's participation in 
drug testing. There are substantial gaps in our knowledge, and much 
of the information that we have been able to assemble is incomplete. 
For this reason, there are many questions to which we simply do 
not have the answers at the present time. 

Before discussing the specifics of the program, I believe it 
appropriate to provide insofar as security considerations permit, 
the factors which mandated that a program be initiated, and what 
we perceived as the objectives of such a program. 

Starting in£he early 1950's, intelligence reports which were- 
received indicated large purchases by other governments of possible 
hallucinogenic agents which could be used as chemical warfare 
material. These reports also cited documented studies of research 
conducted by these countries in the 1940's and 50's with various 
psychochemicals, as well as references to the capture by U.S. or 
U,S, allies of foreign agents who were carrying syringes of fluid to 
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facilitate control of captives. Furthermore, on October 21, 1951, 
after communication with several European medical personnel 
concerning the effect of "ego-depressant drugs,” a civilian doctor 
under sponsorship of The Surgeon General sent a report to him in 
which he related reports of the utilization of drugs by foreign agents 
and indicated the need for further research to determine the possible 
effects such drugs could have on national security. 

This information presented a serious threat -- it indicated that 
a major portion of our deterrent forces could be rendered helpless -- 
and defenseless -- by drugs which were odorless, colorless and 
tasteless. It also reflected that our most sensitive security matters 
could be unknowingly compromised. But perhaps of even greater 
significance, it indicated that an alternative to nuclear weapons might 
be available; a weapon which might render large forces helpless -- but 
only temporarily -- and without any permanent damage to those forces 
and none to their surroundings* These matters were covered in 
testimony by Major General William M. Creasy, former Chief 
Chemical Officer, U.S. Army, before hearings of the House Committee 
on Science and Astronautics on June 16, 1959, wherein he discussed 
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at great length the possible use of chemical agents as a substitute 
for nuc l e a r we apons. 

The program initiated at that time therefore had three specific 
objectives: to determine what hallucinogenic drugs might provide an 
effective alternative to more drastic weaponry: to ascertain the 
potential application of such drugs in intelligence operations; 
and finally, to attempt to develop an antidote to such drugs should 
they be used against U.S. or Allied forces. 

Once decisions were made at levels above that of the Department 
of the Army to proceed with the testing of psychoactive and other drugs , 
the Chemical Corps, then a separate technical service of tHe~Army, 
headquartered at Edgewood Arsenal, Maryland, entered into a series 
of contracts with various universities, state hospitals, and medical 
foundations. Unfortunately, many of the early contracts are unavailable. 
Our best information is that many of these contracts were routinely 
destroyed some time ago. However, we have located some documentation, 
all of which indicates that the Army's primary interest was in acquiring 
the results of investigations and experimentations being conducted by 
these civilian research organizations. 

Our review has encompassed a total of fifty- two contracts, 
starting from the early 50* s and continuing to the 70's. 1 should like 
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to stress that of the fifty -two contracts of which w ( e have knowledge, 
only a small number (13) involve testing compounds which might be 
described in a broad sense as hallucinogenic or delirient, The 39 
remaining contracts can all be placed into three categories: first, 
tests of various anticholinergic agents, such as atropine, and basic 
research into organophosphates, in a constant effort to refine anti- 
dotes to organophosphate nerve poisons; second, tests of various 
common drugs in medical use, such as morphine, and other analgesics 
as well as miscellaneous non -psychoactive drugs; and, third, non-drug 
tests of physiological functions, such as lung function or skin permeability. 
In the interest of time, I have not prepared detailed remarks on these 
contracts, but l have pertinent documents should you have any questions. 

Turning to the research on hallucinogenic drugs, we discovered 
9 such contracts. The first two of these were negotiated in 1931 with 
the New York State Psychiatric Institute, a leader in the field of the 
use of hallucinogenics in the diagnosis and treatment of the mentally 
ill. The subjects were psychiatric patients. The records are ambiguous 
concerning the matter of the consent of the patients. The drugs util- 
ised included LSD, mescaline, and others. In the course of one of 
these contracts, a subject, Mr. Harold Blauer, then a patient at the 
New York State Psychiatric Institute, was administered a 
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mescaline derivative which proved fatal. This matter it presently 
the subject of a pending claim against the Army by Mr. Blauer's two 
daughters. 

Information regarding Mr. Biauer*s death came to light 
during the course of the Inspector General's investigation as 
the result of the discovery of a file at Edgewood Arsenal on 
7 August of this year. The Department of the Army announced 
this discovery on 12 August. Although originally classified, the 
Army recently has made available to the two daughters those 
documents in the file containing factual data concerning Mr. Blauer's 
death. More recently additional information regarding Mr. Blauer's 
death has become available as the result of the discovery of another 
classified file maintained by the Department of Justice. 

These files indicate that Harold Blauer entered Bellevue 
Hospital in New York City in October of 1952. On December 5, 

1952 he was transferred to the New York State Psychiatric Institute. 
We have thus far been unable to locate any records reflecting how 
Mr. Blauer was chosen by the Psychiatric Institute to participate in 
the mescaline derivative experiments. Nor is there any indication 
as to whether his consent was obtained by the attending physician. 

Mr. Blauer died at the Institute on January 8. 1953. several hours 
after having been administered a mescaline derivative. 
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Harold Blauer was survived by his former wife, since 
deceased, and two minor daughters. In April of 1953, Mrs. 
Blauer initiated two lawsuits against the State of New York 
in the New York Court of Claims. It appears that officials of 
the Army's Chemical Corps, which had entered into the con* 
tract with the New York State Psychiatric Institute, were 
informed of Mr. Blauer's death by Institute officials shortly 
after it occurred. These officials apparently were concerned 
that public disclosure of the Army's interest in the compounds 
being tested could prove detrimental to the national security, 
and that classified information might be required to be disclosed 
in the course of litigation. Consequently, following meetings 
wi<i» Department of Justice officials a settlement was negotiated 
with Mrs. Blauer by New York State attorneys. The New 
York Court of Claims ultimately required assurance of an 
$18,000 award before it would approve the settlement. On 
June 17, 1955, the settlement was finalized by a Court order. 
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Turning to some of the other contracts involving research on 
hallucinogenic drugs, we have learned of a 1955 contract with 
Tulane University which involved the administration of LSD, 

Mescaline, and other drugs to mental patients who had there* 
tofore had electrodes implanted in their brains as a part of their 
medical treatment unrelated to an Army contract. The electrodes 
were utilized to study the effects of the drugs on the brain's functioning. 
The methodology used might be subject to some criticism on the ground 
that a range of compounds was administered to at least one patient 
without apparent relation to therapy or diagnosis. However, work 
on the brai n chemistry of mental illness was still pioneering work 
in 1955, and perhaps it is not surprising in the cool light of analysis 
20 years later that some of the techniques then employed now appear 
less than perfect. 

Of the six remaining contracts, one was with the University of 
Washington, two were with the Research Foundation for Mental 
Hygiene, Inc. , the successor to the New York State Psychiatric 
Institute, two others were with the University of Maryland and one 
was with the Institute for Behavioral Research. Five of the six 
studied LSD the remaining one studied many compounds including 
amphetamines. They covered the time period 1953 to 1965. None 
of them appears remarkable, but, again, I have more complete 
information should you desire it. 



Although the medical profession has had ethical codes and 
procedural safeguards on the use of human beings in drug experiment 
tation for over a century. I must admit that they appear not always 
to have been followed in these tests. These standards require, 
for example, that the individual be informed as to all aspects of 
the nature, methods and effects of the experiment, that he give his 
voluntary written consent before any testing and that he be free to 
withdraw from the experiment at any time. The Surgeon General 
will elaborate on these matters in his testimony. These are the 
obligations of the attending physician, or the researcher conducting 
the experiment. Our records, admittedly incomplete, do not reflect 
that these procedures were necessarily followed by the research 
organizations with whom we contracted. To insure compliance with 
these requirements, the Army has, since at least the early 60's, 
followed the practice of requiring contract clauses setting stringent 
controls over the use of human beings in experiments. Such a 
clause is present, for example, in our contract with the Institute 
for Behavioral Research. 



Chemical Corgi Toting of L5P 


Based upon the results obtained under early contracts with 
civilian research organisations t military-related testing of 
hallucinogenic s was initiated. Insofar as we have been able to 
determine, Army in-house testing of LSD on human subjects com- 
menced some time in 1955 and was conducted intermittently through 
1967 using military and Army civilian personnel recruited from the 
Army areas within the United States, Most of this testing was conducted 
at Cdgewood Arsenal, Maryland. 

•In addition, available information indicates that a number of field 
tests were conducted at certain other Army installation s. The purpose 
of these field tests was to determine the effects of LSD administration 
on the ability of soldiers to perform various normal military functions. 
For example, in December 1957, 16 men were tested under LSD 
influence during operation of a radar van at Aberdeen Proving Grounds, 
Maryland, During this same period, at Edgewood Arsenal, 40 
individuals were tested under LSD. influence in the performance of such 
activities as rifle assembly and disassembly, masking and skin 
decontamination procedures, a volley ball game, and close order drill. 
Films were made of the latter test and used as a demonstration 
vehicle within the Army as to the effects of LSD, 
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In September, 1958, field tests were conducted at Fort Bragg, 

North Carolina. One of these tests involved administration of LSD 
to 20 Special Forces personnel engaged in a guard post exercise and a 
simulated interrogation exercise. In another series of tests at Fort 
Bragg, 59 men from the XVIII Airborne Corps Field Artillery were 
tested under LSD influence while engaged in a meteorological survey, 
a ground survey, a 40 mm artillery crew drill, and fire direction 
center and forward observer exercises. These latter tests were 
also filmed. 

Available information also indicates other field tests involving 
personnel of the advanced officers courses at the Chemical Corps 
School, Fort McClellan, Alabama; four members of an instructor 
class at Dugway Proving Grounds, Utah, in 1959; and approximately 
34 members of an infantry advanced course at Fort Banning, Georgia, 
in January, I960. 

Available records characterize all of the LSD test subjects, 
both at Edgewood Arsenal and at the field locations, as volunteers. 

However, as I will discuss later in connection with testing of LSD, 

for intelligence purposes, it is not certain how much advance information 

was imparted to each prospective subject regarding the possible effects 
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of LSD or the exact nature of the experiments to be conducted, or 
whether some coercion may have been brought to bear uppn prospective 
subjects by their superiors in order to obtain their participation. 

Testing of LSD for Intelligence Purpose s 

During the period 1958 through 1962 a series of experiments 
were conducted specifically designed to evaluate potential app!’cations 
of LSD to intelligence operations. In particular, these experiments 
focused upon the possible use of LSD as an aid in Intelligence interro- 
gations. In this regard it was desired to determine whether, as a 
result of the administration of LSD, a well-trained and experienced 
intelligence agent could be made to divulge classified information that 
could not be obtained from the agent solely through use of conventional 
questioning. 

A series of clinical experiments were performed during the period 
1958 through 1960 at Edgewood Arsenal, Maryland. These experimcit s, 
which were conducted as a joint project of the U.S. Army Intelligence 
Board and the Medical Research Directorate of the Army's Chemical 
Warfare Laboratories, used as subjects military intelligence personnel 
made available by the U.S. Army Intelligence Center. Subjects were 
specifically selected for a high degree of security conditioning and 
intelligence experience. In addition, preliminary mental and physical 
examinations were a prerequisite to acceptance into the program. 



Available record* indicate that approximately 31 Army 
intelligence personnel participated a* subject* in the program. 

Because these records are incomplete, there are significant 
unanswered questions as to whether participation in the program was 
truly voluntary by today's criteria. Planning documents indicate that 
prospective subjects were to be advised generally as to the nature of 
the program, and that they could terminate their participation at any 
time* In particular, prospects were to be advised that the project 
would consist of a series of mental and physical tests of human reaction 
to a specific material which would be administered under in-patient 
clinical conditions. Prospects were not, however, to be informed 
as to the exact properties of the material to be administered or its 
potential intelligence application, nor, in connection with certain of the 
experiments, the time, location, or method of administration. This 
information was withheld in order not to prejudice experimental 
results by suggestion. Pla ruling- documents also indicate that each 
prospect who agreed to participation in the program was to sign a 
statement indicating in part that the general nature of the experiments 
had been explained to him from the standpoint of possible hazards 
to health; that he understood that the experiments would be so 
conducted as to avoid all unnecessary physical and mental suffering 
and injury; that he would be at liberty to request that the experiments 
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be terminated at any time; that he recognised that in the pursuit of 
certain experiments transitory discomfiture may occur; and that 
there had been no coercion, undue moral suasion or other adverse 
pressure brought to bear in his volunteering; and that he had done 
so of his own free will. Available records do not indicate, however, 
whether these procedures were in fact followed in each case, or 
exactly what information was imparted to the prospective subjects. 

The experiments at Edgewood were conducted by qualified 
medical personnel of the Chemical Warfare Laboratories under 
controlled clinical conditions. Project officers of the U. S. Army 
Intelligence Center provided technical advice and assistance in the 
structuring of experiments. In addition to a number of standard tests 
of mental and physical abilities related to performance of intelligence 
tasks, conducted so as to compare pre and post drug administration 
results, the experimentation program included certain structured 
situations wherein the applicability of the drug for intelligence purposes 
was assessed. In these situations an attempt was made to overcome 
the security training and experience, principally interrogation 
resistance, of the subjects by exploitation of the effects of the drug. 

The structured situations consisted of: (1) Simulated social receptions 
where LSD was administered surreptitiously to the subjects (in cocktails); 


15 



163 


(21) Simulated stress situations wherein subjects were given polygraph 
examinations after administration of LSD; and (3) Administration of 
LSD in conjunction with confinement in an isolation environment. 

In each situation medical personnel were present at all times* 
Observation reports by those supervising the experiments, as well 
as subjective reports by the subjects themselves, were used i. 
assessing the effect of the drug* In general, it was found that use of 
LSD, either alone or in conjunction with conventional interrogation 
techniques, could be effective in reducing the resistance to interrogation 
of well -trained and experienced intelligence personnel* 

In vifew of the results of the clinical experimentation at Edgewood 
Arsenal, and in recognition of the limited capability to structure 
realistic interrogation situations in a laboratory environment using 
volunteers, a proposal was submitted by the U.S. Army Intelligence 
Center, in coordination with the Chemical Warfare Laboratories, to 
conduct field experimentation in conjunction with actual interrogation 
situations. This proposal was approved by the Army's Assistant Chief 
of Staff for Intelligence, and subsequently two series of field tests 
were conducted. 

Available records indicate that on 10 April 1963, the Deputy 
Assistant Chief of Staff for Intelligence directed that no further field 
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testing of LSD be conducted. No recoras nave been found to indicate 

« 

that any Army intelligence testing of LSD has been performed since 
that time* 

Available records indicate that approximately 600 individuals 
were administered LSD during the course of the Army in-house testing 
* programs at Edgewood Arsenal and at the field test locations. There 
is reason to believe, however, that these records may not be complete, 
and that the total number of participants may have been somewhat 
higher. Hence, a priority effort is continuing as part of the Inspector 
General's investigation in an attempt to compile a complete listing of 
participants in the LSD testing programs. The names of all of the 
participants thus far identified have been forwarded to the Army's 
Surgeon General for the purpose of conducting a comprehensive 
follow-up medical evaluation program on all individuals who can be 
located. This effort, which is currently underway, will require the 
assistance and cooperation of at least two other agencies, the National 
Academy of Sciences - National Research Council Medical Follow-up 
Agency and the Veterans Administration. 

Mr. Chairman, this concludes my prepared remarks. I have 
attempted to describe within the structure of security considerations 
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and the right of privacy of the individuals involved the external factors 
which caused our government to initiate a testing program; the manner 
in which the program was conducted; and the actions we have recently 
initiated in an attempt to insure that the participants in the program 
have and will continue to receive appropriate medical trcatrm?*<t. 

Mr, Chairman, as l indicated at the outset, the Inspector General 
investigation has not been completed* As soon as any additional 
information is developed, it will be provided to you. — - 

I will be pleased to attempt to respond to any questions you may 



166 


N 


Senator Kennedy. Mr. Ablard you may proceed. 

But I do think, since I understand it is virtually identical to the 
one that you gave to the Armed Services Committee — and staff has 
had a chance to go over it — it doesn’t make much sense, since I have 
had a chance to review it — to take the time of the committee or your 
own time to run through it now. 

So we might get to some of the questions that I have, if that is an 
agreeable way to proceed. 

I am just wondering, Counsel Ablard, whether there is any individ- 
tial in the Department of Defense who knows the full extent of Army 
research involving human subjects, as it has actually been carried out 
in the past 10 years. 

Mr. Ablard. Any individual at the present time? 

Senator Kennedy. Yes. 

Mr. Ablard. Well, one of the things that I discussed in my stats' 
ment is the fact that we have an ongoing investigation by the Inspec- 
tor General, which has been under way since July 21 the date on which 
all human testing by the Army was discontinued. 

This investigation was prompted in part by the revelation in the 
Rockefeller Commission report about the death of Dr. Olson. And, as 
you can well imagine, Senator, we are attempting to reconstruct his- 
tory that goes back to the 1940’s. Thus, until that investigation is com- 
pleted, the answer to your question is no. 

I am sure you can appreciate my position. I have no personal 
knowledge of the testing program. The Surgeon General is with me 
today. He has probably as good a grasp as any man of the extent of 
the Army’s current and recent program. 

Senator Kennedy. Well, maybe we can’t for the period of the whole 
10 years, but do we have anybody that can talk about what is going 
on today over the period, say, of the last 3 to 5 years ? 

Mr. Ablard. The Surgeon General would be the best authority for 
that, Senator. 

General Taylor. The information concerning the details of the un- 
classified work in the Army is well established with continuity. The 
information on all studies by the Medical Department, involving non- 
classified studies, since 1964 is a matter of record and filed with the 
FDA. 

The information concerning classified studies is reasonably known 
at the present time related to specific classes, but we, even as of last 
week, are getting additional information that was not known cen- 
trally in the Surgeon General’s office, so that we have one large 
unclassified area that, I believe, is reasonably, if not complete in- 
formation, and spotty certainly before 1974, related to classified 
information. 

Senator Kennedy. Well, leaving out the new drugs, in the areas of 
human experimentation what can you tell us about what is going on 
today? 

General Taylor. Except for new drugs, and I assume you include 
vaccine development in that work related to the diseases 

Senator Kennedy. Behavioral therapy. 

General Taylor. I have no knowledge at all of work being done in 
that area. 

Senator Kennedy. Well, is there any going on now? 
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General Taylor. I am told that there is not any going on in the mili- 
tary department. 

Senator Kennedy. There is no research in behavioral therapy going 
on in the Defense Department! 

General Taylor. Hot that I am aware of. 

Senator Kennedy. Well, would you know — is it conceivable that it 
could be going on without you being aware of itt 

General Taylor. If the procedures included the use of investiga- 
tional new drugs, the regulations, the policy, requires that our office 
know and has since 1064. 

Senator Kennedy. Well, what if it does not involve drugs! 

General Taylor. Are you talking about the test pilots or 

Senator Kennedy. It could be electroshock therapy, behavioral 

General Taylor. We have no information at all of Department of 
Defense involvement in electric shock. 

Senator Kennedy. Well, any other— I don’t want to get tied up in 
words here — any other kind of experimentation in terms of any 
behavioral therapy. 

General Taylor. WeTiave no information of Defense support of 
that type of research. 

Senator Kennedy. There is no research, then, in terms of behavioral 
therapy that is taking place today upon any — either members of the 
military or women or children or any other American citizen! 

General Taylor. Not that I am aware of. And it should have been 
reported, if it 

Senator Kennedy. When did it stop! 

General Taylor. I am not sure when it started. 

Senator Kennedy. Stop — when did it halt! 

General Taylor. Are we talking about psychotropic drugs or psy- 
chotomimetic drugs. 

Senator Kennedy. Any kind of drugs that are used in any be- 
havioral research or experimentation. 

General Taylor. The Secretary of the Army suspended all testing 
in the Army in July of 1075, pending an IG investigation. 

Senator Kennedy. Now, can you tell us at the time that it stopped 
in 1076, what was going on! 

General Taylor. At that time there were several compounds, anti- 
dotes, related to agents that were proposed for investigation. These 

S rotocols were being evaluated in the Human Use Review Office in the 
urgeon General’s Office to determine whether or-not the protocols 
would be approved. And those have iust been suspended pending the 
results of the investigation by direction of the Secretary of the Army. 

Senator Kennedy. Well, let’s get down to laymen’s language. Prior 
to the time that the Secretary put a termination on it, wnat was the 
circumstance of behavioral research in the Department of Defense! 

General Taylor. I would say that related to the Edgewood > 

Senator Kennedy. First of all, was there some active work being 
done! 

General Taylor. The information that the Surgeon General had, or 
his office, had been significantly increased from about 1072 or 107S on. 

To my knowledge, there have been none approved during this 
period. Several protocols have been returned for additional informs- 



tion, and all of them had been suspended in July, pending the result 
of the investigation. 

Senator Kennedy. Well, irrespective of the ones that were being re- 
quested for new approvals, can you tell us about the ones that were in 
existence? 

General Taylor. I believe that I can speak as far as the Army is con- 
cerned, not the other departments. At Edge wood, work had been going 
on there for some time related to four general classes of drugs, anti- 
dotes related to the nerve gases, phosgene, various vessicants and cer- 
tain psychotomimetic chemicals. 

Senator Kennedy. And who was being used in those experiments? 

General Taylob. Of the ones that I am aware of— and these would 
be the ones during the period from the mid- 1960’s on— these were all 
of the volunteers, active duty personnel, that had been recruited from 
all over continental United States to come in for several weeks to a‘ 
couple of months under the medical volunteer program. 

Senator Kennedy. As far as the Army is concerned, they never 
used other than armed services personnel, is that right? 

General Taylob. We are talking about in the last approximately 10 
years? Not that I am aware of — unless there was work under contract 
sponsored by Edgewood— that would be supporting contracts. 

Senator Kennedy. Why not under those circumstances ? 

General Taylob. Well, under contracts they would not be military 
personnel, they would be civilian. 

Senator Kennedy. But it was under an Army contract? 

General Taylor. From Edgewood ; yes, sir. 

Senator Kennedy. What sort of personnel would be used ? 

General Taylob. Those would oe either students — in one case they 
are prisoners in' Holmesburg Prison near the University of Pennsyl- 
vania. 

Senator Kennedy. Students and who else ? 

General Taylor. Prisoners in one contract that I am aware of. 

Senator Kennedy. There is only one contract on the prisoners? 

General Taylor. That I am aware of. 

Senator Kennedy. And there were other contracts? 

General Taylor. They were universities, primarily university stu- 
dents, I believe. 

Senator Kennedy. At which universities? 

General Taylob. I will have to provide that for the record, I am 
not sure. 

[The following information was subsequently supplied for the 
record:] 
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RESEARCH ONTRALTS FROM EDGEMOOD ARSENAL INVOLVING DRUG TESTING VOUKTEERS, 

1965-75 

The following research contracts from Edgevood Arsenal 
Involved drug testing In volunteers during the period 1965-1975. There 
have been no such contracts since 1971 according to available Information. 

I* TITLE: Clinical fhatmacology of Prophylactic and/or Therapeutic 

Compounds in Volunteer Subjects 

INSTITUTION: Hahnemann Medical College of fhlladelphla 

SOURCE OF VOLUNTEERS: Male and female clinic patients, all ages over 21 years. 

NATURE OF STUDY: basic research into physiological implications of oximes, 

which are the never antidotes to anticholinesterase poisons. 

DRUGS STUDIED: Pralldoxime chloride and other oximes. 

CONTRACT NUMBER: PERIOD OF CONTRACT: TOTAL COST: 

DA-18-108-CML-6623(A) 26 Jun 61 - 31 Jul 65 $227,863.00 

DAAA-15-67-C-0489 24 May 67 - 24 May 68 $40,060.00 

DAAA-15-68-C-0641 11 Jun 68 - 11 Dec 68 $25,000.00 

DAAA-15-69-C-0295 6_Jan 69 - 6 Apr 70 $49,755.00 

2. TITLE: Drug Effects and Complex Behavioral Repertoires Under Condition 

of Full Environmental Control 

INSTITUTION: Institute for Behavioral Research 

SOURCE OF VOLUNTEERS: Primarily U.S. Army volunteers; a few female subjecta 

paid by the contractor. 



170 


X 


NATURE OF STUDY: A broad range of compounds via studied to quantify the 

degree to which these drugs Interfered with performance of a series of 
behavioral tasks. 

DRUGS STUDIED: Dime thy Itrypt amine (a drug with similar effect* to LSD) , 

chlorpromaslne, amphetamine, secobarbital and Edgewood Arsenal chemical agent 
3500 , a glycolate compound. 

CONTRACT NUMBER: PERIOD OF CONTRACT: TOTAL COST; 

DA- 18- 108 -AMC- 26 (A) l Oct 62 - 31 Dec 65 $156,681.61 

3. TITLE: Effects of Drug on Hunan Performance 

INSTITUTION: American Institute for Research 

SOURCE OF VOLUNTEERS: U. S. Army volunteers 

NATURE OF STUDY: Involved establishment of a human performance measuring 

laboratory at Edgewood Arsenal. 82 volunteers were given these agents to 
determine how certain psychomotor functions were affected. No adverse results 
are discernible In the available records. 

DRUGS STUDIED: Edgewood Arsenal chemical agent 3580 (a glycolate compound) 

and scopolamine. 

CONTRACT NUMBER: PERIOD OF CONTRACT: TOTAL COST: 

DA 18-035 -AMC- 282 (A) l Jui 64 - 23 Oct 67 $192,096.00 

4. TITLE: Threshold Doses in Humans 

INSTITUTION: University of Pennsylvania 

SOURCE OF VOLUNTEERS: Subjects were prisoners at Holmesburg Prison, 

Philadelphia. 

NATURE OF STUDY: The study was to determine the minimum dose level of the 

drug at which task performance was affected. 
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DRUGS STUDIED: Dltran, atropine, scopolamine, a glycolate typa of 

anticholinergic con pound and several other anticholinergic drugs* 

CONTRACT NUMBER: PERIOD OF CONTRACT: TOTAL COST: 

DA-l8-035-AHC-126(A) 1 Apr 64 - 31 Mar 67 8326,840.00 

5. TITLE: Study of Effects of Certain Analgesic Drugs on the Respiratory 

Center and Circulation in Humans 
INSTITUTION: Saylor University 

SOURCE Or VOLUNTEERS : Hales and females over 21 years of age of varying 

occupations, including housewives, registered nurses, part-time students, 
inhalation therapists, machinists, beauty operators* 

NATURE OP STUDY: Measured analgesic and psychoactive potency of the 

drugs* The drugs tested had mild short term psychoactive effects* 

DRUGS STUDIED: Scopolamine and a proprietary ben comorph an narcotic 

analgesic preparation identified as WIN 19,362. 

CONTRACT NUMBER: PERIOD OP CONTRACT: TOTAL COST: 

DA- 18 -03 5 -AHC -3 97 (A) 2 Jun 65 - 30 Jun 68 $44,000.00 

6* TITLE: Study of Effects of Certain Analgesic Drugs on the Respiratory 

Center and Circulation of Humans 

INSTITUTION: -Baylor University, College of Medicine (Department of 
Anesthesiology) 

SOURCE OP VOLUNTEERS: Adult patients undergoing surgery at Baylor and 

some normal volunteers recruited either from the hospital personnel or from 
the community. The surgical patients received effective paln^rellef from 
the drugs and were appropriate subjects for study. 
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io-oi« o - 7i - is 



172 


X 


NATURE OF STUDY : Investigator* evaluated the effects of the drugs on 

breathing and blood pressure using simple non- invasive techniques. No 
serious adverse reactions appear to have been observed. 

(NOTE: The group of Investigators was the ease one which performed work 

under contract DAl8-035-AMC-397(A).) 

DRUGS STUDIED: The anesthesiologists were evaluating effects of four 

Morphine- like, potent pain relieving drugs. One of the drugs, CS 42231 
(Fentanyl),l* now coamonly used for surgical anesthesia and pain relief. 

CONTRACT NUMBER : PERIOD OF CONTRACT : TOTAL COST: 

DAIS- 108-ANC- 149 (A) 13 Hay 63 - 28 Feb 65 $22,734.20 

7. TITUS: Threshold Doses in Humans 

INSTITUTION : Ivy Research Laboratories, Inc. 

SOURCE OF WUMTEER8: Prisoners at Holmesburg Prison, Philadelphia. 

NATURE OF STUDY: Determine the threshold response dose of human adult 

subjects to incapacitating agents, Irritant agents, and other classes of 
chemicals. 

DRUGS STUDIED: A glycols te type of anticholinergic compound, an apomorphlne 

type of nausea and vomiting producing compound, and a series of isomers of 
tetrahydrocannabinol • 

CONTRACT NUMBER: PERIOD OF CONTRACT: TOTAL COST: 

DAAA- 1 5-68-C-062 7 28 Jun 68 - l Dec 69 $78,135.00 

8. TITLE: Threshold Doses in Humans 

INSTITUTION: Ivy Research Laboratories, Inc. 

SOURCE OF VOLUNTEERS : Prisoners at HoLmesburg Prison, Philadelphia. 
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NATURE OF STUDY: To determine the intravenous dose of nausea and vomiting 
producing con pound necessary to produca an incapacitating effect in nan. The 
•tudy vac discontinued after the fourth subject reacted adversely with 
retching and fainting. 

DRUG8 STUDIED : An aponorphlne type of nausea and vomiting producing 


compound • 



CONTRACT NUMBER: 

PERIOD OP OOMTRACT : 

TOTAL COST: 

DAAA-iWO-C-0324 

10 Her 70 - 30 Sep 71 

$46,700.00 



Senator Kennedy. Are you talking about 1 or 2 or are you talking 
about 10? 

General Taylor. I do not know. 

Senator Kennedy. Do you know the ages of the people that were 
being used? 

General Taylor. I do not know. 

Senator Kennedy. Do you have regulations or requirements on 
those? 

General Taylor. There are regulations in the guidance from the 
Secretary of Defense and the Secretary of the Army going back to 
the February 1953 time frame, and then subsequent departmental 
regulations that did put restrictions on age .for protection particularly 
of children and of women of child-bearing age. 

Senator Kennedy. And those have been observed, is that right? " 

General Taylor. The problem as I see it is as follows: The policy 
which comes from the 10 points of the Nuremberg codes of 1947 are 
very clear and have been promulgated through all departmental 
regulations since February 26, 1953. It is clear to me, in reading the 
records, that in the 1950’s the rules were not followed — that is, the 
standard codes. I have no information in more recent time that there 
has been a problem related to the moral and ethical codes. 

Senator Kennedy. You would know, wouldn’t you? Wouldn’t 
you have that information if they hadn’t been followed? 

General Taylor. The rules that are promulgated are related to 
the quality of consent, quality of informed consent, ti e capability 
of the volunteer to withdraw without prejudice, on the adequacy 
of animal experimentation prior to use in humans. 

So that the individual that would really know should be the doctor 
who is responsible for directing and conducting the studies. In .fact, 
as you undoubtedly know, the Nuremberg codes clearly established 
the responsibility at that level. 

Unless there was an untoward event, we would not necessarily 
know whether the individual did in fact give the quality of consent 
that was required. 

Senator Kennedy. Now, do you know how many of the protocols 
in the Army’s biomedical laboratories at Edgewood Arsenal were 
actually submitted to the Human Use Review Committee up to 1975 ? 

General Taylor. Yes; I have gone into that in considerable depth. 
In 1953, when the Secretary of Defense policy was promulgated, it 
provided authority to conduct such research, and second, it required 
that the laboratories participating in such activities would provide 
information to the Surgeon General, who would review the informa- 
tion and would make recommendations on the medical aspects to the 
Secretary of the Army for approval. 

In the fall of 1953 there is evidence, that the work that was going 
on prior to that directive was given approval for continuation. The 
approval covered three general classes of drugs. The first were related 
to the nerve agents, the second related to phosgene and the third 
related to the blistering gases. 

The next record that we have evidence of having probably been 
approved by the Surgeon General and the Secretary of the Army is 
in 1958 or 1959 — I say “probably,” because we don’t have the document 
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that has either the Secretary’s or the Surgeon General’s signature on 
it, but a secondary document suggesting that that might have 
happened. 

That document was a class clearance for the psychochemicals. We 
are still missing considerable information about that. It is known that 
there were volunteer studies with psychochemicals at Edgewood as 
early as June 1955. 

The next document in our office — and, as you-know, the Human Use 
Review Committee is really a very new operation — that is, I approved 
that last year. The next document we have is in 1969, which was a 
request related to stress studies involving drugs. A separate protocol 
was to be forwarded related to specific drugs for approval by the 
Secretary of the Army. We have no evidence that such approval was 
requested. 

in 1972 and 1973 there was increasing concern about the breadth of 
the class clearances, and actions were started to require detailed pro* 
tocols being submitted. In 1973 the need for greater medical super- 
vision over the activities of the Biomedical Laboratory, Edgewood, 
was recognized by the U.S. Army Medical Research and Develop- 
ment Command, and the Acting Commander gave oral instructions to 
the Director, Biomedical Laboratory, identifying the scope of infor- 
mation required to be submitted to the Surgeon General. On October 1, 
1974, the Surgeon General established the Human Use Review Office, 
which for the first time provided a single focus for review of all human 
subject research whether or not investigational drugs were proposed 
for use. 

An early action of the Human Use Review Office was to comment 
on a proposed revision of a memorandum of agreement between the 
Commanding General, Army Materiel Command, and the Surgeon 
General regarding responsibilities for the conduct of research and 
development for defense against chemical agents. The Human Use 
Review Office found that draft memorandum unsatisfactory in that 
it did not mandate protocol by protocol review in studies involving 
use of drugs in volunteers. At the time of this testimony efforts to re- 
solve differences in opinion between Edgewood and the U.S. Army 
Medical Research ana Development Command were being negotiated. 

I do know that there have Deen four or five such proposals sent in 
during the past year. I do know that prior to tne suspension in 
July 1975 that several had been returned because of inadequate in- 
formation. And I do know that there was some dissension from 
Edgewood Arsenal about providing the detail of information that 
was required for a legitimate technical review, as required by the 
DOD-FDA understanding. 

Senator Kennedy. Why was that?" 

General Tayuor. That was because of really unacceptable reasons. 
It had to do with differences in opinion on the scope of information 
required to comply with the rules. This came to my attention at 9 :30 
last night and should have been brought to a high enough level for 
resolution months ago. 

Senator Kennedy. Well, how many were submitted? 

General Tayior. I believe that we have had three proposals sub- 
mitted. 

Senator Kennedy. In the last! 
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General Taylor. From July 1973 to the present. 

Senator Kennedy. What about before that? 

General Taylor. Before that time, I have described all of the ones 
that I am aware of, and they were all class “ 

Senator Kennedy. Well, so there weren’t any individuals? 

General Taylor. They were not individual protocols. 

Senator Kennedy. Tne nature of the agreement indicated that they 
were going to be individuals, did it not? 

General Taylor. I am told that it was ambiguous in the 1964 
agreement. 

Senator Kennedy. Pardon? 

General Taylor. I am told that it was ambiguous at best, that the 
wording does not describe that. I do know, in fact, that the people 
at the time who were implementing that, and who were involved in 
writing that, did implement class clearances, whether they should have 
or not. Now, that is a matter of fact. 

Senator Kennedy. It says each protocol. 

General Taylor. It talks about each request for approval related to 
nonclassified studies and about approval of classified tests by the 
appropriate review board and Surgeon General. Different people read 
ana interpreted the several Army regulations differently in tne 1964- 
1973 period. 

I do know that from this agreement, the FDA did have people 
visit Edgewood in 1966, 1967, 1972, and 1974. We have a record, as 
Dr. Schmidt has indicated, of only knowing of the first meeting and 
who was at-the meeting. Dr. Schmidt has a copy of the Dr. Herbley 
visit report of 1967. 

Senator Kennedy. I understand your testimony to be that DOD de- 
signed an agreement that said that each protocol would be submitted. 
We heard Dr. Schmidt indicate that that was clearly what should 
H have been done. There are internal memorandums in your own de- 
partment expressing the feeling that that was the understanding of 
the nature of the agreement And you are trying to say now that there 
are different people within your own shop that interpreted it dif- 
ferently and that that is a justifiable response or answer? 

General Taylor. No; I didn’t say that exactly, Senator. 

Senator Kennedy. Well, then, let’s see if we can get it somewhat 
more precise. 

Should they have submitted each protocol ?"Ts that your under- 
standing of what should have been done ? 

General Taylor. My understanding is that at least since October 
1974, in my office there has been agreement that the memorandum of 
understanding unequivocally requires submission and review of all 
protocols from Edgewood. Of the 1964 agreement, there clearly was 
a difference on how that was interpreted. 

Senator Kennedy. Well, what do those words mean to you, counsel ? 
Doesn’t “each protocol” mean “each protocol,” or do you have a dif- 
ferent understanding of the meaning of the English language ? 

Mr. Ablard. I must confess, Senator, that this is the first time that 
I have had an opportunity to review this problem. We came up here 
to testify about drug-testing on hallucinogenics, it was my understand- 
ing, and this gets beyond 
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Senator Kennedy. Of course, in my note to you, I indicated — do 
you have a copy of thatf My letter to you indicated that it was in this 
whole area, not just the 

Mr. Ablabd. This is a Department of Defense memorandum that 
was probably negotiated with the General Counsel’s office of DOD, and 
I am not prepare! to comment upon it at this time. 

Senator Kennedy. Well, it says each research proposal from its own 
agency. 

Mr. Ablabd. Well, I think the question would be whether that was 
a class proposal, as I understand the doctor, or whether it breaks down 
into subsections of that. 

Senator Kennedy. Well, it is certainly Commissioner Schmidt's 
understanding that it was each proposal, not each class proposal. 

Well, in any event, what do you feel is the understanding now? Is 
it each proposal or eaph classification of proposal or what f 
General Taylob. There isn't any doubt about what it is since Octo- 
ber 1974. It is each protocol, one by one. 

Senator Kennedy. Why was there such concern, do you think, by 
Captain Johnston that each and every protocol involving separate 
compounds must be reviewed when it is established? No approval 
should be granted to allow investigation or experiment with entire 
classes of compound. It seems to me that the language is clear on the 
face and Captain Johnston's memoranda interprets it the way I think 
any reasonable examination of that memoranda would reflect. 

And yet we just haven't had the submission of those matters. And 
with the obvious tragic implications, some of which we have heard in 
the course of the day today. 

General Dibks. Mr. Chairman, If I may. I am Brig. Gen. Kenneth R. 
Dirks. I am the commanding general of the Army Medical Research 
and Development Command. And part of my responsibility has been 
to oversee this area of review, namely, the Human Use Review Office, 
since it was established in October, 1974 — the first of October, 1974. 

Prior to that time we had an Army Investigational Drug Review 
Board whose activities I did supervise. 

For the record, I would like to indicate that I assumed this role the 
15th of August, 1973. The renegotiation of the memorandum of under- 
standing with the Department of Health, Education, and Welfare 
began in September of 1973, and I was a part of those negotiations 
which led to the current agreement, signed in November of 1974, which 
does require a protocol-by-protocol submission and a protocol-by-pro- 
tocol review by those of us in the military departments. 

Like you and like General Taylor, I am committed to fulfilling that 
objective. We have moved progressively, we think, in that direction. 
The one area of control which nas needed tightening, from my view- 
point at least, has been in relation to human studies m the program at 
Edgewood. That has been all too graphically illustrated in the testi- 
mony we heard this morning and the events that have been revealed 
since the 15th of July this year. 

At any rate, we were moving in the direction of updating our memo- 
randum of agreement internally within the Army between the Surgeon 
General's office and the Army Materiel Command to correct this prob- 
lem with those negotiations having begun in November of 1974. 

The staffing procedure has been lengthy and admittedly so. The 
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final draft was distributed for complete final staffing on the 18th of 
June of this year with comments requested back by the 7th of July. 
We are now assembling those comments to see if there is any sub- 
stantive change. The major change that we have made in that agree- 
ment is to explicitly specify that all protocols will be submitted, with 
proper documentation, to tne Surgeon General’s office for review in his 
Human Use Review Office, including the attention of the Army In- 
vestigational Drug Review Board, the Human Use Committee and, 
where appropriate, our Contract Review Board, when contracts are 
involved in human studies. 

The recommendation which Major Johnston made in his memo- 
randum in March of this year was that we should send to the com- 
mander of the Army Materiel Command a letter directing him to 
comply with the regulations and the agreement. That letter nas been 
held in abeyance until we were sure that we had the complete under- 
standing of all parties that would be required to implement the intent 
of that directive. 

I can assure you that that letter will be signed very shortly. Ac- 
cordingly, I think that we have the corrective action required in- 
ternally within the Army in process, and it will be consummated, as I 
say, within a matter of I week to 2 weeks maximum. 

Senator Kennedy. Why do you think this area was so ignored, 
General ? Why was it forgotten? 

General Dntxs. One has to appreciate the history of how this pro- 
gram began. We are talking about the chemical warfare defense pro- 
gram that was initiated in the early 1950’s. You have heard General 
Taylor refer to the Secretary of Defense’s memorandum of 1963, Feb- 
ruary 26, 1953, specifically, which initiated this program of human 
studies, specified the controls that were to be observed, which were all 
of those ethical standards defined in the Nuremberg Code. Those stand- 
ards have been continued as a matter of policy to the present time. 

As the program evolved, there was the perception on the part of 
those responsible for the chemical warfare defense program that it 
was a uniaue requirement, different from the usual run of medical 
research, it you will. And, accordingly, it was handled in a somewhat 
different manner. 

The original policy indicated clearly the Surgeon General was to 
review, medically, all of this research and all of these protocols. The 
facts of history, as I see them, a t least, are that the senior physician at 
Edgewood Arsenal was the advisor on this program, from a medical 
point of view, to those responsible for the program in the early days. 
And it was not until 1958, as General Taylor has said, that we have 
evidence that there was a clear referral to the Surgeon General for 
appropriate approval. The concern that was already felt— and this 
is evidenced in internal memoranda in the files of the Surgeon Gen- 
eral’s Office— the concern that was reflected in those memoranda came 
to a crescendo in the world with the thalidomide disaster of the early 
1960’s, which led to the amendment of the Food, Dir <, and cosmetic 
Act of 1962. 


And as a product of that national concern, we published the first 
Army regulation covering the use of volunteers as subjects in re- 
search— Army regulation 

Senator Kennedy. That was what year? 
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General Dirks. 1962, sir. 

Senator Kennedy. And what since then? How many have been 
submitted? It seems they blow the whistle, you have an awareness, you 
promulgate these regulations and still we haven’t had the submission 
of the protocols. 

General Dirks. There again the collective judgment of the per- 
sons running the program was that the chemical warfare program 
was unique. The next step in this process of improved control was the 
memorandum of understanding between the Department of Health, 
Education, and Welfare and the Department of Defense, 1964, from 
which flowed our Army Regulation 40-7, establishing our Army 
Investigational Drug Review Board and comparable boards in the 
other military departments. 

Senator Kennedy. Well, the problem as I see it, General, is that 
the collective judgment that was made is that the human rights of 
these American citizens were subverted to what you consider to be— 
now we find out it was a collective judgment in terms of chemical 
warfare. We are not talking about now, as we mentioned earlier, 
about the need for research. Tnere has to be experimentation done. But 
what we are talking about is equipping these people with the infor- 
mation so that they can make a judgment as to whether they want to 
volunteer or not. 

— Quite clearly that wasn’t the case. Do I understand you to say 
that your people made a collective judgment some time then that they 
didn’t have to comply with this kind of a responsibility ? 

General Dirks. No, Senator, I did not mean to imply that in any 
way. What happened as a product of the publication of AR 70-26, 
“Use of Volunteer Subjects in Research, 1962,” was that a review 
mechanism to protect the rights of human subjects was established 
and its channel was through the Surgeon General’s Office, with the 
Surgeon General recommending to the Chief of Research and Devel- 
opment of the Army what action should be taken. Final approval 
authority for any research involving human subjects on nuclear, 
chemical, or biological warfare agents was made resident in the Secre- 
tary of the Army. He had the sole approving authority for those 
studies. 

Senator Kennedy. General, the only point that I am making is that 
you might have issued the regulations, but they weren’t complied with. 
They weren’t complied with. 

General Taylor. Why do you say that, Senator? 

Senator Kennedy. Well^because you cannot tell me how many times 
that you did submit those. I would think, General, that after listening 
to the witnesses that testified here this morning on issue after issue in 
terms of notification and consent, that it is obvious that it wasn’t being 
done. 

Now, issuing regulations is one thing, but listening to -any of these 
witnesses here this morning testify that they had absolutely no kind of 
idea of what they were getting into is another thing. 

Now, you can talk about all the regulations that were issued in 
1950, 1958, 1962, 1968, setting up special boards and all the rest, but 
you can’t get away from the fact that on the human experimentation 
issue that there was not the kind of notification, awareness, the kind of 



attention, the medical supervision and followup that was needed. And 
I had hoped that you wouldn’t argue with that. We are not interested 
at this time about trying to— Monday morning quarterback — we recog- 
nize that. But we ought to be impressed with the importance of tne 
tragedy of that experience to say, by God, we are not going to let it 
happen again, ana that the Department of Defense is going to do 
everything it possibly can to insure that it won’t and they are going 
to work with us in terms of the development of legislative kinds of 
programs to insure that it won’t happen again. ^ 

General Dirks. Mr. Chairman, with all due respect, may I point out 
that the witnesses related to Army sponsored studies we heard this 
morning were subjects of research prior to 1962. 

Senator Kennedy. Well, how many protocols were submitted from 
1962 to the present from Edge wood ? 

General Dirks. From Edgewood, directly submitted to the purview 
of the human use review office — it did not exist then, let’s start with 
1964, to the Army Investigational Drug Review Board — the only 
submissions that that board has receivea are three since 1973, July 
1973. 

Senator Kennedy. Three in 11 years ? 

General Dirks. That is correct, Senator. 

Senator Kennedy. You will rest on that record — three in 11 years? 

General Dirks. What I would like to point out is that periodic re- 
view was accomplished with representatives from the Food and Drug 
Administration and with a local medical committee. Admittedly that 
is not up to today’s standard, but that was what was done at that time. 

Senator Kennedy. Well, if three in 11 years is what the testimony 
is 

General Dirks. That is right. 

Senator Kennedy. And yet we find scores of different experiments, 
human experiments, that have been taking place during that period 
and where the protocols weren’t submitted ; am I correct f 

General Dirks. You are correct, sir, they have not been submitted 
to that particular office. 

Senator Kennedy, Well, that is what we are talking about, from the 
-mid or early 1960’s to the present time. That is the period we are talk- 
ing about. 

Well; f am, as I say, hopeful that we can get4he support; Obviously, 
we are hopeful that all oi the steps are going to be taken by the DOD 
in terms of medical followup on not only the people that have testified 
here but all the other individuals who have been participating in the 
tests. And I think the DOD has a strong responsibility to do this and 
I am sure you recognize it. 

I think that in more recent times the Department of Defense nor — 
mally has been following up. But I am hopeful that we could get your 
complete and wholehearted support for including the Department of 
Defense in terms of the coverage of the legislation on that commis- 
sion. I think it is essential. I think the record has been made through 
a tragic set of circumstances. Obviously you are expressing your own 
.deep concern about this issue here today. And I am hopeful we can 
move ahead and have the complete and wholehearted support of the 
Department of Defense in trying to achieve this kind of inclusion, 
~whftlr hopefully will eliminate the necessity for these kinds of tragic 
hearings. 
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General Taylor. Mr. Chairman, I will speak personally about that, 
because I have profound personal feelings about people. I have been 
in combat and seen the problems with that, both civilian and military 
casualties. And as far as the Department of Defense or the Army 
using individuals for thingB that need to be done, we must be able to 
conform to the letter and spirit of established policy and to show that 
we do respect the rights of humans, that volunteers are fully informed 
and true volunteers, and that we accept the responsibility for our 
actions. 

There is no issue about that, and we will cooperate. 

Senator Kennedy. Well, that is a commendable attitude and I be* 
lieve it deeply, from what I know about you, General — and you are 
committed to it And there is a lot that has happened on it that 

General Taylor. I was the one that directed initiation of the cur- 
rent medical followup study. As enclosure 4 on my statement, there is 
a statement as to where we are on that to date. 

There was one misstatement this morning that I would like an insert 
for the record. Mr. Chaffin did sign a volunteer statement.' 

Senator Kennedy. I think he iust said he didn’t recall. 

General Taylor. I understand that, we are talking about 17 years ago, 
and that is just to clarify that. 

Senator Kennedy. I want to make it clear that any of the comments 
that have been made involving DOD — the record is going to be open, 
and you may add whatever material you wish. I think what we are 
really interested in is where we are going from here. That is what we 
are interested in. 

I know of your own commitment to this, General, and that of the 
others here, and I am just hopeful that we can move expeditiously. 
That is what we want to try and do. 

And I want you to know we want to work with you and your de- 
partment in getting legislation and doing the best we can. We want 
to look to where we go from here. And I thank you all for appearing 
here today. 

At this point we will include in the record additional questions sub- 
mitted to General Taylor by Senator Thurmond. 

[The material referred to and subsequently supplied follows :] 

Additional Questions sy Senatob Thubmond to General Tatlob, With 

Responses -- 

Senator Thubmond. Does the FDA presently exercise a review function with 
reference to DOD drug experiments? 

General Tatlob. Under the 1974 Memorandum of Understanding Between the 
Food and Drug Administration (FDA) and the Department of Defense (DOD) 
on Investigational Use of Drugs by the DOD, FDA exercises a clear review func- 
tion. The substance of the FDA-DOD Agreement follows : 

“The Food and Drug Administration and the Department of Defense agree 
that: 

“1. Clinical investigations that are classified for reasons of national security 
will not require the filing of a formal ‘claim for exemption* to the FDA. Hie 
DOD shall be solely responsible for determining the security classification of 
such re s ea r ch projects. Approval by the appropriate ‘Review Board* and Burgeon 
General of a test classified for reasons of national security will automatically 
exempt the drug being employed from the application of the new drug section 
of the Food, Drug, and Cosmetic Act during such investigational study. The 
DOD will report to the FDA unclassified findings associated with such studies 
which the FDA should be aware of in order to make « sound evaluation of non- 
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classified studies proposed on the same or similar drugs. Additionally, the DOD 
will discuss Its classified Investigations of drugs on a frequent basis with per- 
sonnel from the PDA who have proper security clearance. 

“2. When the unique requirements of the military dictate the extensive use in 
military personnel of drugs which, though not yet approved, have been tested 
under the Investigational new drug regulations sufficiently to establish with 
reasonable certainty their safety and efficacy; special ad hoc review and ap- 
proval for such use will be effected expeditiously through joint action by repre- 
sentatives of the Department of Defense and the Food and Drug Administration 
to ensure timely response to the military need. The DOD will report to the FDA 
findings associated with such use which the FDA should be aware of In order to 
make a sound evaluation of other studies proposed on the same or similar drug. 

“3. In all other cases involving the clinical testing of investigational drugs 
under programs sponsored by the DOD and conducted either by the DOD within 
Its own research facilities, or for the DOD by a contractor or grantee, the ordi- 
nary provisions of 21 CFR 312.1 (formerly 180.3) of the Code of Federal Regu- 
lations governing the investigational use of new drugs in human beings shall be 
followed." 

Thus, the only use of investigational drugs by DOD which Is exempted from 
detailed FDA IND review under the provisions of CFR 812.1 is that classified 
for reasons of national security. Even this work must be discussed on a fre- 
quent basis with personnel from the FDA who have proper security clearance. 
Currently, there are no classified DOD studies Involving Investigational drugs. 
The vast majority of drug research within DOD has always been unclassified. 
Since the signing of the original agreement on Investigational drugs between 
the Department of Health, Education, and Welfare and DOD In 1964, DOD has 
provided FDA with detailed unclassified test plans and results. The Army has 
filed 97 separate Claims for Exemption (IND’s) to study Investigational drugs 
and has 51 currently active IND’s on file with FDA. The Navy has five spon- 
sored IND’s on file and the Air Force has one. DOD projects such as the study 
of vaccines and antlmalarlal drugs have been reviewed by FDA since 1964. I 
am not aware of any failure to report unclassled DOD drug tests to FDA during 
the last 11 years. 

Senator Thubmond. How much was known about LSD when the Army began 
to conduct experiments with It? 

General Taylor. Available records Indicate that the Army Chemical Corps 
began to support contracts involving medical research with LSD-25 in 1958. It 
began to conduct Its own tests with this drug at Edgewood Arsenal in 1955. Dur- 
ing the decade following the discovery of the drug’s hallucinogenic effect in 
1943, L8D was studied widely in the civilian medical community, primarily by 
psychiatrists. By the end of 1953, approximately 40 scientific papers had been 
published In the medical literature dealing with the use of LSD for the treatment 
of mental illness and as an experimental model for the study of psychosis. The 
experiments described in those papers Involved extensive studies of LSD in 
animals, normal subjects and psychotic and neurotic patients. Experimental 
work with the drug proliferated over the next few years and by 1957 over 800 
additional papers had been added to the literature. Noteworthy studies on the 
details of the metabolism of LSD in cats and monkeys were published by Dr. 
Julius Axelrod and co-workers at the National Institutes of Health in 1956. 
Dr. Edward Evarts, also of the National Institutes of Health, published an ex- 
haustive review of theiiterature describing the effects of LSD on the physiology 
of the nervous system of animals and humans In 1957 ( Annals of the New York 
Academy of Science*, Volume 66, pages 478-495) . 

At the beginning of the Army tests, LSD was regarded as being potentially 
very useful for treatment of illness and understanding normal brain processes. 
It was generally regarded as safe when used In a properly controlled setting. 
The hazards visible during the early years were summarized In a 1960 scientific 
paper by Dr. Sidney Cohen In Journal of Nervous and Mental Diseases (Volume 
180. pages 80-40). Dr. Cohen based his report on a questionnaire solicited from 
44 researchers who had administered LSD to 5,000 men and women on more than 
25,000 occasions. The results of this inquiry and of a literature search revealed 
very few toxic or psychologic complications. In normal experimental subjects on 
confirmed instance of attempted or completed suicide following LSD ingestion 
was found. The Incidence of psychotic reactions extending beyond 48 hours was 
one case in 1,300 of these subjects. That subject recovered within a few days. In 
patients undergoing LSD type psychotherapy, the completed suicide rate was 



0.04% and psychotic reactions persisting longer than two days was 0.18%. No 
instance of addiction to LSD was discovered. It must be added that Dr. Cohen 
could not have been aware of Dr. Olson's suicide in the 1058 CIA tests. 

Senator Thurmond. What is your opinion of the degree of voluntariness of 
those who participated in drug tests conducted at Edgewood Arsenal in the 1050's 
and 1060’s? 

General Taylor. Review of the available records shows that the soldiers who 
participated in that period did volunteer to come to Edgewood for the purpose 
of participating in medical experiments. Before participating, each subject 
Bigned a consent form which contained the following language: 

“I certify that I have received, read and understand a document, entitled, 
'Medical Research Volunteer Program,' copy of which is annexed hereto, and 
that the general nature of the experiments I have volunteered to participate in 
have been explained from the standpoint of possible hasards to my health. It is 
my understanding that the experiments are so designed, based on the results of 
animal and previous human experimentation, that the anticipated results will 
justify the performance of experiment. I understand further that experiments 
will be so conducted as to avoid all unnecessary physical and mental suffering 
and Injury, and that I will be at liberty to request that the experiments be 
terminated at any time if in my opinion I have reached the physical or mental 
state where continuation of the experiments becomes undesirable. 

I recognise that in the pursuit of certain experiments transitory discom- 
fiture may occur and when such reactions seem especially like to occur I will 
be so advised. I recognize, also, that under this circumstances, I must rely 
upon the skill and wisdom of the physcian supervising the experiment to 
institute whatever medical or surgical measures are indicated to protect me. 

“I certify that there has been no coercion, element of fraud or deceit, undue 
moral suasion or other adverse pressure brought to bear or my volunteering 
for this duty. I have done so of my own free will, completely aware of all 
hazards, rewards and recognition involved." 

The exact content of the briefings given to subjects of the LSD tests is 
not available but I understand that many of the subjects were told they 
would receive a drug with effects similar to alcohol. This certainly would not 
fulfill today’ Army requirement for giving subjects reasonably complete in- 
formation about effects of investigational drugs. Looking hack on the infor- 
mation known at the beginning of the tests, I think that it was not really 
accurate to portray LSD as being merely like alcohol. I think thiB does raise 
questions about tbe voluntariness of the soldier’s participation. However, it 
is very likely that the Information provided to the subjects varied depending 
upon tbe researcher conducting tbe briefings. During the later years of the tests 
these briefings were conducted for small groups by experienced psychiatrists. 
I believe that the information they provided was more complete. Unfortu- 
nately, the content of these briefings was not documented in writing. 

A small group of 31 subjects was given LSD at Edgewood without being told 
what they would be given nor when or how it would be administered. These 
subjects are described in the report of these events as “unwitting vounteers". 
They agreed in writing to participate in this test even though they were not 
provided with full Information about it. 

The factors which motivated soldiers to volunteer for these tests in the 
first place is difficult to evaluate. They certainly were not ordered to partici- 
pate. Undoubtedly, many of them were attracted to Edgewood by the liberal 
pass policy, pleasant surroundings and relief from duties they considered boring. 
Some had altruistic motives. Overall, they appear to have been motivated by a 
combination of factors similar to those which motivate subjects in medical 
experiments in tbe civilian community. 

Senator Thurman. What type follow-up is done on present subjects of drug 
experimentation ? 

General Taylor. All subjects given investigational drugs in DOD research 
are studied carefully at the time they are given the drugs and for a period of 
several weeks after they have received tbe last dose. Subjects with any per- 
sisting evidence of drug effects are followed until they have returned to normal. 
In cases where subsequent medical evidence suggests that former subjects may 
be at risk from delayed effects or from previously unknown effects, follow-up 
and care In accordance with our best medical judgment and guidance from the 
Food and Drug Administration and recommendations of the National Research 
Council-National Academy of Sciences are pursued. 

[The prepared statement of General Taylor follows :] 
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BIOGRAPHICAL SKETCH OF WITNESS t LUutwxml Gtntrol Richard R. Taylor, M.D., 
wof bom tn "Prat riebury, lowaj on November 21, 1922. After completing premedtcol 
studies of the University of Chi 0090 In 1944, hi graduated In 1946 with a doctor of 
modlclno degree, 

Gonorol Toylor attended the Army Modi col Deportment officer's basic coon*, offer com* 
pitting on Ynfermhlp at th* Highland Alameda County Hospital, Oakland, California, 

In 1947* Hit first medical assignment was as a general medical officer at the Army-Navy 
General Hospital In Hot Springs, Arkansas, After attending the company grade medical 
officer's course, he completed his residency training ot Uttermon General Hospital In 
Internal medicine and cardiology* 

In 1953, General Taylor was assigned to Korea, first os Assistant Division Surgeon, then 
os Commander, 7th Medical battalion, 7th Infontry Division, later serving os on Internist 
ot the Hemorrhagic Fever Center, 45th Evacuation Hospital, In 1955, General Taylor 
returned to the United States as a resident in pulmonary disease ot Fltzslmons General 
Hospital and later became Chief, Non-TB Chest Disease Service, 

In 1957, he become Commanding Officer, US Army Medical Research and Development 
Unit, Fltzslmons General Hospital, 

Following o fellowship In tropical medicine at Louisiana State University In 1959, General 
Taylor become Chief, Biophysics and Astronautics Research Branch of the US Army Medical 
Research and Development Command, After successive staff assignments, he was named 
Deputy Commander of the Command In 1963, 

September 1964 saw General Taylor serving at Staff Surgeon of the Joint US Military 
Assistance Group In Thailand and Command Surgeon of the Military Assistance Command, 
Thailand, After attending the Army War College at Carlisle Barracks, Pennsylvania, he 
served in the Office of the Secretary of Defense as Chief, Biological and Medical Sciences 
Division, Office of the Director of Defense Research and Engineering, 

He served os Command Surgeon, Headquarters, Military Assistance Command, Vietnam, 
from 1969-70, where he was promoted to Brigadier General on October I, 1969* In 
September 1970, he became Commanding General of the US Army Medical Research 
and Development Command, He wot sworn In as the Deputy Surgeon General on March 
I, 1973, and become The Surgeon General, US Army, on October I, 1973* 

He ts certified by the American Board of Internal Medicine, and Is a Fellow of both 
the American College of Physlclons and the American College of Chest Physicians, 

He Is o member of the Americon Medical Association, the Association of Military 
Surgeons of the US (Past President), and the New York Academy of Science* 

His awards and decorations include the Distinguished Service Medal, the Legion of 
Merit with 00 k leaf cluster, the Bronze Star Medal, the Joint Services Commendation 
Medol with oak loaf cluster and the Army Commendation Medal with oak leaf cluster. 
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h'x. Chairmen: 

I am pi 90 Mid to appear before you to review Department of Defense poll clot and 
procedures to protect the rights and wo I for# of humon subjects of blomodlool and 
behavioral research conducted under Its sponsorship* I believe that your Invitation 
was based upon a desire to know whether the Deportment of Defense has sponsored or 
Is now sponsoring medical research whl dr exposes humon beings to unreasonable risks* 

I refer to the rides of death or likely permanent damage to the mind, personality, or 
physical well-being os a result of research. I assure you that Deportment of Defense 
policy prohibits research carrying this degree of risk as well as research on humans 
who hove not given their free and Informed consent* I believe that you also wish 
to know whether the Deportment of Defense meets current standards for conduct of 
research In humon subjects. The Deportment of Defense ond the military departments 
today follow standards for protection of research subjects which equal or exceed those 
followed by other Federal agencies ond the medical community at large. 

The bail ^Department of Defense policy governing medical experiments was 
promulgated by the Secretary of Defense on 26 February 1953 (Incl I). This policy 
Is based on the Nuremberg Code of 1947, which followed the war crimes trials (Incl 2)* 
The Chief of Staff published on Implementing Memorandum In 1953* The departmental 
regulations Implementing the tightening Federal controls of studies using Investigational 
drugs, use of volunteers In medical research, ond clinical Investigations ore listed 
at Incl 3* Copies of these regulations are available to your staff. 
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Some Impocts of these vorlous reputations ore thot on Individual participating 
Of o subject If required to be fully Informed of the nature, purposes, and the effects 
of the experimentation} ho mutt glvo voluntary writton informed content without 
coercion; and he mutt be allowed to withdraw at ony point firom the experiment, 

Thete basic moral, ethical, and legal principles. Identified above, ore common 
to the regulations of the military deportments ♦ The Department of Defense hot 
demonstrated a continuing concern In this area and has 'reviewed the procedures 
ond taken corrective action where It was needed. 

In 1964, HEW ond DOD entered Into a Memorandum of Understanding related 
to new regulatory authority ond responsibilities of the FDA concerning Investigational 
drugs. This Memorandum ond subsequent DOD Directives ond service regulations 
established Investigational Drug Review Boards within the Offices of the Surgeons 
General • The boards provide professional review of proposed Investigations with 
new drugs and biologfcals* With these boards, the DOD was permitted certain 
exceptions from ordinary FDA review. Including military requirements work which 
was classified, for reasons of national security. The DOD agreed to discuss its 
classified investigations of drugs periodically with FDA personnel who had proper 
security clearance and to report to FDA findings associated with such studies 
which FDA should be aware of to make a sound evaluation of non-classified studies 
proposed on the some or sYmilor drugs. 
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In May 1974, the Army staff responsibility for reseorch Involving life' telenets 
was transferred from the Army Research Office, Office of the Chief of Research 
and Development, to The Surgeon General* In July of 1974, the approval authority 
for all research involving human subjects In the Army, except for nucleor and 
chemical worfare related studies, was transferred from the Office of the Chief of 
Research and Development to The Surgeon General* Proposals for research with 
nuclear or chemical warfare ogents are forwarded by The Surgeon General with 
recommendations on the medical aspects to the Secretary of the Army for approval * 

In October 1974, The Surgeon General established the Human Use Review Office 
under the direction of the Assistant Surgeon General for Research and Development* 

The Human Use Review Office was charged with administering and coordinating 
activities of the Army Investigational Drug Review Board, the US Army Medical 
Research and Development Command Contract Review Board, and The Surgeon 
General's Human Use Committee and Clinical Investigation Committee to insure 
uniform application of ethical standards for human research studies conducted within 
or sponsored by the Army Medical Department ond other Army agencies* 

The Human Use Review Committee is the central Army processing paint for 
all extramural and intramural human subjects research which require approval under 
provisions of Army Regulations* The staff includes a full time physician, two pharmacists 
with advanced training In pharmacology and a biostatistician* legal odvlce Is provided 
by attorneys in the Army Medical Research and Development Command* This medical. 



scientific, ond legal staff Identifies problem orsos and requests review by expert 
professional consultants, clarifications and/or revision before protocols are submitted 
to appropriate committees for review and recommendations to The Surgeon General. 

The Deputy Surgeon General has been delegated authority for final approval except for 
nuclear ond chemical warfare related studies* The Secretory of the Army retains final 
opprovol authority for all studies with nuclear or chemical warfare ogents. The Human 
Use Review Office Is the authorized channel through which Army Investigators communicate 
with the Food and Drug Administration (FDA). The Army committees on human subjects 
research reviewed and made recommendations on over 300 research proposals during flscaT 
year 1975. Fro visions for the protection of human subjects ond the detailed content of 
consent agreements were the primary concern of the members. The careful review Is 
reflected by the fact that a large number of proposals were disapproved or deferred pending 
revision of the consent procedures. The Human Use Review Office staff ond committees 
opply the standards contained in current Department of Defense and Department of Health, 
Education, and Welfare (DHEW) regulations. For example, when the recent HEW mora- 
torium on fetal research was promulgated, the files were searched to be sure such research 
was not being conducted within the Army Clinical Investigation Program. The Human 
Use Review committees have paid particular attention to special classes of subjects 
Involved In Army research f.e. children, pregnant women, and prisoners, and hove 
often required special consent procedures appropriate to a particular project* 

Within the Army, increased emphasis has been placed on insuring that agencies 
outside the Army Medical Department follow the some high standards as those within 
It* We have Insisted that other Army agencies interpret the language of AR 70-25 
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broodly to include all experiments which may expose participants to risk even though 
the project proponents may consider the testing to be primarily an operational exam* 
(notion of prototype machinery or equipment. If a test of a new uniform or vehicle, 
for exomple, may expose subjects to risks from heat stress, noise, or fumes, the 
protocol Is examined In detail to be sure that the subjects ore fully informed volunteers 
ond to reduce risk as much as possible. A large amount of time and effort Is often 
required to adequately review tests of this type since their uniquely military setting 
sometimes mokes It difficult to distinguish clearly what tasks ore reasonably "In the 
llneofduty." 

Scope of Department of Defense Research Involving Human Subjects 

Within this context, I would like to discuss In broad terms the present Department 
of Defense research effort Involving human subjects. Military missions expose troops 
to extremely diverse hazards and stresses, Including "exotic** Infections such as 
malaria and scrub typhus, great pressure variations, as In deep diving, and crash 
forces; and high and low velocity missile combat wounds. The effectiveness of even 
our most "automated" military systems still Is Intimately linked to proper human 
performance. The rising cost of defense manpower means that efforts to decrease 
non -effectiveness of military personnel are increasingly Important. Within our 
military health care systems we must conserve the fighting strength, and maintain 
quollty health care, it should not be surprising that a defense environment of this 
kind generates requirements for research ond Investigation which can only be met by 
the use of human subjects. 
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All Deportment of Defense work using Human subjects is conducted to meet 
requirements of the Deportment of Defense* There are two main divisions of this 
work* First, and by for the largest. Is the RDTE funded program* The second, and 
newer program is that of clinical investigations funded in operations and maintenance 
accounts* 

The RDTE program is reviewed by the Director of Defense Research and Engineering 
and conducted by the Military Deportments. Its requirements ore generated by military 
unique needs of the Department of Defense and the Military Departments. 

The Assistant Secretary of Defense (Health and Environment) is the DOD proponent 
of the cllnioal Investigation program. The requirement for this program is generated 
by the Department of Defense mission of providing health core and training of medical 
personnel* The work here more nearly resembles civilian (university) research programs. 
Professional postgraduate medical training requires the experience of research or clinical 
Investigation, while the opportunity to participate in clinical investigation.*, remains 
on Important career incentive. While the work may not be unique to the Military 
Departments, it is usually of considerable relevance and aimed at improving the core 
In military hospitals. 

Some examples of military medical research are: 

Casualty Core 

a* Use of electrical anesthesia In surgery. 

b* Tissue (bone) transplantation in the treatment of severe maxillofacial wounds. 
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Infectious Dheott « This orea Is on* of groat importance and interest in the 
Deportment of Defense and accounts for the largest use of human subjects, chiefly 
In vaccine development. 

a* Development and testing of a meningococcal meningitis vaccine to protect 
recruit populations. 

b. Development and testing of new antimolorio! drugs agoinst mo lor la resistant 
to conventional medications. 

Following tests for safety ond effectiveness in experimental animals, humans 
must be Involved initially in small ond liter larger scale tests. 

Hazard Protection 

Human testing of physiological techniques to improve tolerance to sustained 
high acceleration forces encountered in combat aircraft. 

Evaluation of body heat loss encountered in cold-water diving in various protective 
suits. 

This area of research is primarily performed by active duty military personnel 
who are skilled l i operating In these unusual environments ond who have volunteered 
for hazardous duty, for which they receive extra pay. This area of research is 
potentially the most hazardous of Department of Defense research and the one with 
the most highly trained subjects. 
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Defense Against CKamlfool Weopoos . 

This research It conducted Sn service ond under contract by Edgewood Arsenal, 
which U a part of the US Army Materiel Command, Research Involving defense 
against chemical ond biological weapons was authorized by the Secretary of the 
Army In 1953 and has been governed by Department of Defense and Army directives 
originally written In 1953 containing the language of the Nurenfeerg Code which I 
referred to earlier. This work was reviewed in open hearings before the House 
Committee on Science ond Astronautics, 16 and 22 June 1959, ond on several later 
occasions by Congressional Committees. The major research effort is involved with 
trying to find more effective antidote drugs to counteract chemical weapons that we 
know are in the arsenals of potential enemies. Many of the drugs that are used do 
temporarily affect performance and ability to do complex tasks but this Is a side effect 
ond not an intended purpose of using the drug. I am sure you may have many questions 
about the history of this type of research and I will do my best to answer them. I would 
like to point out, however, that no drug is tested if there is any suspicion from pre- 
clinical testing in animals that It will have serious adverse or long lasting effects. 

Furthermore, the review mechanisms applied to Edgewood hove been tightened over 
the last two years so that protocols are reviewed by the Army Investigational Drug 
Review Board ond Human Subjects Research Review Board ond relevant Department of 
Defense and Food and Drug Administration regulations are followed. A cose in point 
Is the newly developed antidote called ‘TAB” which will replace the traditional 
atropine antidote carried by US Armed Forces. A meeting was held with the FDA in 
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November 1974 regarding the deployment of this new drug* Since that time, further 
clinical studies hove been postponed pending submission of further data to FDA* Concerns 
expressed by former participants In the Army Chemical Warfare human testing program on 
lysergic acid diethylamide (LSD) have prompted me to direct o complete medical follow- 
up study of all participants* The current status of the follow-up Is at Incl 4. 

Other Work with Investigational Drugs 

There Is presently no classified work with investigational drugs being conducted 
In the Department of Defense. The large majority of this work has always been open 
ond reported fully to the Food and Drug Administration. Presumably all use of Inves- 
tigational drugs in the Department of Defense is formally on file with the FDA and 
projects ore subject to that agency's review before projects are begun. In oddltion 
to the 1974 meeting, mentioned above, representatives of the Food and Drug Adminis- 
tration reviewed the medical research activities at Edgewood Arsenal in 1967, pursuant 
to the HEW/DOD agreement, ond a liaison visit by FDA was made to the Biomedical 
Laboratory, Edgewood Arsenal In 1972. More detailed information about Department 
of Defense research involving human subjects will be provided for the record. Historical 
information which you may desire will be promptly retrieved. 

As you hove heard, there Is evidence that the sound ethical principles directed 
In past and present DOD regulations appear not always to have been followed, 
particularly In the 1950's. Where this has been true, I believe that the problem has 
not been lock of guidelines but lack of compliance with them. We all deplore any 
instances in which the welfare of human subjects was not properly protected. 
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Procedures hove been Implemented that tighten control of this work so that the 
Mure will not provide more Incidents. I assure you that no contract or In service 
projects colling for experimentation upon human beings will be done In the future by 
any part of the Department of Defense without the proper safeguards* In oddltion, 
action has been taken to insure that any participation In volunteer studies under the 
sponsorship of Fort Detrick or Edgewood Arsenal by service personnel will be carefully 
documented in individual medical records. 

My aim has been to give you an overview of the subject. I assure you that when 
we ask people to assume any degree of risk as part of a Department of Defense medical 
or behavioral research project, we do it in the context of a long tradition of ethical 
responsibility. I believe our past efforts to protect subjects have been vigorous but 
we are always striving to Improve. 
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SECRETARY OF DEFENSE 
Wash? ngton 


26 Feb 1953 


MEMORANDUM FOR THE SECRETARY OF THE ARMY 
SECRETARY OF THE NAVY 
SECRETARY OF THE AIR FORCE 

SUBJECT: Use of Human Volunteers in Experimental Research 


1* Based upon a recommendation of the Armed Forces Medical 
Policy Council, that human subjects be employed, under recognized 
safeguards, as the only feasible means for realistic evaluation 
and/or development of effective preventive measures of defense 
against atomic, biological or chemical agents, the policy set 
forth below will govern the use of human volunteers by the 
Department of Defense in experimental research in the fields 
of atomic, biological and/or chemical warfare* 

2, By reason of the basic medical responsibility in connection 
with the development of defense of all types against atomic, 
biological and/or chemical warfare agents, Armed Services personnel 
and/or civilians on duty at installations engaged in such research 
shall be permitted to actively participate in all phases of the 
program, such participation shall be subject to the following 
conditions : 

a. The voluntary consent of the human subject is 
absolutely essential. 

(1) This means that the person involved should 
have legal capacity to give consent; should be so 
situated as to be able to exercise free power of 
choice, without the intervention of any element of 
force, fraud, deceit, duress, over-reaching, or other 
ulterior form of constraint or coercion; and should 
have sufficient knowledge and comprehension of the 
elements of the subject matter involved as to 
enable him to make an understanding and enlightened 
decision. This latter element requires that before 
the acceptance of an affirmative decision by the 
experimental subject there should be made known 
to him the nature, duration, and purpose of 
the experiment; the method and means by 
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which it is to be conducted; all inconveniences 
and hazards reasonably to be expected; and the 
effects upon his health or person which may possibly 
come from his participation in the experiment* 

(2) The concept of the human subject shall be in 
writing, his signature shall be affixed to a written 
instument setting forth substantially the afore- 
mentioned requirements and shall be signed in the 
presence of at least one witness who shall attest to 
such signature in writing* 

(a) In experiments where personnel from more 
than one Service are involved the Secretary of the 
Service which is exercising primary responsibility 
for conducting the experiment is designated to pre- 
pare such an instrument and coordinate it for use 
by all the Services having human volunteers involved 
in the experiment. 

(3) The duty and responsibility for ascertaining 

the quality of the consent rests upon each individual 
who initiates, directs or engages in the experiment. 

It is a personal duty and responsibility which may 
not be delegated to another with impunity. 

b. The experiment should be such as to yield fruitful 
results for the good of society, unprocurable by other methods 
or means of study, and not random and unnecessary in nature. 

c. The number of volunteers used shall be kept at a 
minimum consistent with item b., above. 

d. The experiment should be so designed and based on the 
results of animal experimentation and a knowledge of the natural 
history of the disease or other problem under study that the 
anticipated results will justify the performance of the experiment. 

e. The experiment should be so conducted as to avoid all 
unnecessary physical and mental suffering and injury. 

f. Mo experiment should be conducted where there is an 
a priori reason to believe that death or disabling injury will 
occur . 

g. The degree of risk to be taken should never exceed 
that determined by the humanitarian importance of the problem 
to be solved by the experiment. 
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h. Propex? preparation should be made and adequate 
facilities provided to protect the experimental subject against 
even remote possibilities of injury, disability, or death. 

i. The experiment should be conducted only by scientifi- 
cally qualified persons. The highest degree of skill and care 
should be required through all stages of the experiment of those 
who conduct or engage in the experiment. 

j. During the course of the experiment the human subject 
should be at liberty to bring the experiment to an end if he has 
reached the physical or mental state where continuation of the 
experiment seems to him to be impossible. 

k. During the course of the experiment the scientist in 
charge must be prepared to terminate the experiment at any stage, 
if he has probable cause to believe, in the exercise of the good 
faith, superior skill and careful judgment required of him that a 
continuation of the experiment is likely to result in injury, dis- 
ability, or death to the experimental subject. 

l. The established policy, which prohibits the use of 
prisoners of war in human experimentation, is continued and they 
will not be used under any circumstances. 

3. The Secretaries of the Army, Navy and Air Force are 
authorized to conduct experiments in connection with the development 

of defenses of all types against atomic, biological and/or chemical 

warfare agents involving the use of human subjects within the 
limits prescribed above. 

4. In each instance in which an experiment is proposed pur- 
suant to this memorandum, the nature and purpose of the proposed 
experiment and the name of the person who will be in charge of 
such experiment shall be submitted for approval to the Secretary 
of the military department in which the proposed experiment is to 
be conducted. No such experiment shall be undertaken until such 
Secretary has approved in writing the experiment proposed, the 
person who will be in charge of conducting it, as well as informing 
the Secretary of Defense. 

5. The addresses will be responsible for insuring compliance 
with the provisions of this memorandum within their respective 
Services. 


/signed/ 

C.E. WILSON 


Copies furnished: 

Joint Chiefs of Staff 
Research and Development Board 


TOP > b€CRET 
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•Copied from Experimentation with 
Human Beinqsb v Jav Katz. Ruaa.n 
Sage Foundation, New York 1972. 
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CURRENT REGULATIONS 


AR 40-7 

AR 40-38 
AR 70-25 

BUMEDINST 6000. 4B 
BUMEDINST 6710. 49D 

SECNAVINST 3900.39 

AFR 169-6 
APR 169-8 

AFR 80-33 


Army 


Use of Investigational Drugs in Humans and 
the Use of Schedule I Controlled Drug 
Substances , 4 Apr 75 

Clinical Investigation Program, 23 Feb 73 

Use of Volunteers as Subjects of Research, 
15 Sep 74 


Navy 


Clinical Investigation Program, 15 Jan 75 

Investigational Use of New Drugs in Human 
Beings, 9 Jul 73 

Use of Volunteers as Subjects in Research, 
Development, Test and Evaluation, 28 Apr 69 


Air Force 


Clinical Investigation, 26 Jun 74 

Use of Human Test Subjects in the Medical 
Service, 19 Aug 74 

Use of Volunteers in Aerospace Research, 
28 Aug 69 
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SGMMi ft 

9 September 1975 


SUBjnCT! Progress on Followup cf Subjects of LSD and OiU:r Anuy 
Pflyehonctivo Drug Research 


FACTS , 

1* List of LSD subjects bns boon collated from Kdgewood Arsenal record# 
and also from The Inspector Cjuevnl records. List contains 550 mmr,, 
of which wore added sporadically over the? last several wv«*kn since Fdgevoad 
records are incomplete prior to 19M ♦ 

2# ?*C " C >' C i'i t »» 1 1 Vf G Of The huigCOa CtViiti'ul ilVVultd LO Si • LoUit* Uv.wt'to.v 
Center 25-29 August 1975. Center was able to provide Social Security 
Account Numbers and old addrenace on 200 persona. Kent of group was inn 
found there oithur beeouno of destruction of records by fire or inability 
of computer to locate file from informntidh (service number) rvn liable. 

3. Other data bason to be used are Veterans AA.nl nice rat ion (VA) files n **.d 
Social Security files. National Academy of Sciences Medical Followup Agene 
hno extensive experience using these data bases. LSD Followup Tush Force 
is planning details of proposal for followup esnninationc to be submitted 
to the National Academy of Sciences. 

A. Nineteen of the Fort Dunning group have been examined at; Walter IV-od 
Avmy Medical Center. Of thin group, one man, in addition to LTC Jordan, 
had on abnormal LHC. Conf.ultants at Walter Heed Army Medical Center do 
not feel that LSD was causally associated with this abnormality. 

5. Several iron from the Fort Denning group who originally declined 
examination were recontacted but declined again, The sown men v/ho could 
not be reached have been vent letters through the Social Security Account 
Number aystom. 
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SCRtHiK 

SUBJICTt Progress on Followup of Subject’s of IHD and Other Army 
PwycliOiT tXv« Pm ; Research 

6# In tho lrst tuiver. vo< l.s* 113 persons have inquired at the Office of 
the Surgeon (Yneral about di'un; looting* Twenty- six were on record r.a 
having taker* 1ST and w*rc notified that they would bo examined* Approxi- 
mately 3*> tools oditr drv;-. i at FUgcvood Arsenal, Maryland* and their rtUuien* s 
for information lutvr been handled appropriately * 

7# A systematic analysis will be made of drug studies porf.ormod at 
Kdgcwood to determine which aubjer.es of tests not involving ISD reouivo 
followup* 


- MAJ Johnston/ 38063 
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Senator Kennedy. The subcommittee stands in recess until tomor- 
row morning. 

[Whereupon, 1:27 p.m., the subcommittee recessed.] 





BIOMEDICAL AND BEHAVIORAL RESEARCH, 1975 


Human-Use Experimentation Programs of the Department 
of Defense and Central Intelligence Agency 


FRIDAY, SEPTEMBER 12, 1075 

U.S. Senate, 

Subcommittee on Health of the 
Committee on Labor and Public Welfare, 

Subcommittee on Administrative Practice and 

Procedure of the Committee on the Judiciary, 

Washington, D.C. 

The subcommittees met, pursuant to notice, at 10:25 a.m., in room 
4232, Dirksen Senate Office Building, Hon. Edward M. Kennedy 
(chairman of the subcommittees) presiding. 

Present: Senators Kennedy, Schweiker, and Stafford. 

Senator Kennedy. The subcommittees will come to order. 

Over the period of these past few days, we have heard enormously 
disturbing testimony about the role of human experimentation spon- 
sored by the Defense Department as well as the Central Intelligence 
Agency, and we have heard extremely moving testimony from many 
of the victims and the families of the victims who participated in 
those studies. 

Of course, we could not help but be enormously impressed by the 
real lack of consent of many of those who participated in these tests 
and the lack of medical supervision, and a lack of medical followup. 

To the greatest extent that took place in the mid 1950’s, in the early 
part of the 1960’s. 

Our interest now is really learning about what is happening cur- 
rently. There are different standards, there are probably different 
understandings of the importance of this whole question of human ex- 
perimentation and. as tragic as those circumstances were, we really 
want to try to understand better what has been happening in recent 
times, what is happening today, and what the possibilities are for in- 
suring that both those who have participated in these experimenta- 
tions are going to have adequate followup and, of course, be given the 
best in terms of medical attention, but we want to make sure that those 
who will continue to be used in human experimentation situations are 
going to have adequate knowledge and understanding about the nature 
of these experiments and be fully aware of what the dramatic effects 
will be. 

During the last few days of hearings, we have heard from spokes- 
men for the Department of the Army and the DOD who indicated to 
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us that they could not tell us really about what the current situation 
is at Edgewood Arsenal, and really could not tell us very much, or 
were unwilling to tell us, about what has been happening at the Edge- 
wood Arsenal for the period of the last 5 years. 

This is in spite of the fact that since July of this year, there has been 
a termination of any experimentation with LSD. 

However, we had witnesses from DOD who indicated to us that they 
were in the process of bringing this materia] together, and that it was 
a lengthy and exhaustive and very comprehensive problem. 

Some nave asked Dr. Van Sim, who is the chief of the medical re- 
search division of the biomedical laboratories at Edgewood Arsenal, 
to come here this morning so that we might obtain answers from him 
on these various matters. 

Subcommittee staff, who have had an opportunity to talk with Dr. 
Sim, say that he appeared clearly responsive and open and candid 
and willing to answer various questions. I suppose one of the problems 
that we have is wandering why the DOD and tne Army have had prob- 
lems obtaining answers which Dr. Sim has been all too willing to give 
to our staff. 

So we look forward to your testimony. Dr. Sim. 

As I understand from the preliminary exchanges. Doctor, some of 
the material that you gave in terms of exchange with the staff is in 
conflict with the testimony that we received from the Department of 
Defense and the Department of the Army. Therefore, I am going to 
ask that you be sworn in, because of the importance of this matter. 

So I will ask you to rise and swear that the testimony you are about 
to give will be the truth, the whole truth, and nothing but the truth, 
so help you, God. 

I)r. Sim. I do. 

Senator Kennedy. Senator Schweiker. 

Senator Schweiker. Mr. Chairman, I feel this committee’s work in 
this aiya is very critical and very important.. 

I join the chairman in emphasizing its urgency and the priority. 

I think the tragedy of the situation — not only as expressed by today’s 
hearing — is that it nas taken so long for this material to come out. It 
implies that our system is not working, that we in the Congress are not 
adequately exercising our oversight authority, and that otner areas of 
the Government are using the term “national security” in a way in 
which I am sure it was never meant to be used. 

I think one of the jobs of this committee, particularly in this area, is 
to make sure whatever safeguards we set up in the future to protect our 
people so the Government cannot hide behind “national security” as a 
reason for the people not knowing what is happening. 

The focal point of our actions after the hearing should be to provide 
new mechanisms and techniques which will not permit improper prac- 
tices and experimentation to be carried on under the guise of national 
security. 

That is all, Mr. Chairman. 

Senator Kennedy. Thank you very much, Senator Schweiker. 

Doctor, could you tell us what your position is? 
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STATEMENT OF DR. VAN M. SIM, CHIEF, MEDICAL RESEARCH DIVI- 
SION, BIOMEDICAL LABORATORIES, EDGEWOOD ARSENAL, MD. 

Dr. Sim. My position is that of chief of medical research division of 
the biomedical laboratories at Edgewood Arsenal. 

As such, I have been responsible since 1956 for the conductance of 
the drug testing program on Army and Air Force volunteers. 

Senator Kennedy. What kinds of human-use drug testing programs 
have been underway at Edgewood since 1967? 

We want to know what has been happening since 1967. 

Dr. Sim. Since 1967, we have four general classes of drug testing 
programs that have been carried on. 

The first would be the improvement of riot control type compounds 
as typified by our present standard compound, which is C.S. 

The second would be to complete the work, the necessary work, on 
antidotes and treatment for the incapacitating agents, so-called, anti- 
cholinergics, as typified by B.Z. (a benzilate). 

The third is to improve the posture of the soldier and sailor and 
marine and airman in providing for him a better and more compre- 
hensive self-carrying package that he will be able to administer to 
himself in the field or others in case of an attack by a compound, such 
as GB ( Savin) , a nerve gas or nerve agent, so-called. 

These are the three primary areas : 

In addition to that, we have done work on improving our present 
field therapy by adding Oxime preparations for use in the reversal 
of anticholinesterase poisoning. 

We have made studies using alcohol, drugs, and combinations of 
the two. The barbiturates, Valium, amphetamines and tetrahydro- 
cannibinols are commonly used. We had to understand what part they 
would play if, in fact, a person were further tested with another type 
of compound or, fact, what impact it would have on both the civil- 
ian and military population from chronic use of these materials. 

Senator Sciiweiker. Doctor, you mentioned the work you were do- ' 
ing was for the Army and Air Force, is that correct? 

Dr. Sim. Yes. 

Senator Sciiweiker. Is there any other intelligence agency or any 
other branch of Government, any other program whatsoever being car- 
ried out there in which you are cooperating, any other contractor or 
subcontractor or any agent in any wav ? 

Dr. Sim. No. 

We have the responsibility to the Department of Defense — that 
means for the Department of the Navy, for the Army, the Air Force, 
the Marine Corps — to investigate drugs and chemicals and their effects 
on men, and come up with a. diagnosis, treatment, prevention, prevent- 
ative medicines, prophylactic medicines and treatment procedures for 
the Department of Defense. That is it. 

Senator Schweiker. All right. 

Senator Kennedy. Then, some of the results that you found were 
supposed to be sent to the Central Intelligence Agency, is that right? 

Dr. Sim. As far as I know, Senator, if they were sent to the CIA, 
that was above my echelon. 

We provided the information, we provided all of the documents 



that were required, and where they were sent forth, I do not know. 

S enator Kennedy. Y ou sent them to whom f 

Dr. Sim. We sent them forward. We distributed all of our copies 
of our publications Army- wide throughout the Department of De- 
fense, to the Navy, Air Force, and Marine Corps and to any requesting 
agency within the Government. 

That could be Food and Drug; it could be Central Intelligence; it 
could be DIA; it could be anybody. But everybody gets the distribu- 
tion of our report. 

Senator Kennedy. What does the report say ? 

Does it tell what you are doing at Eagewood Arsenal ? 

Dr. Sim. It tells exactly about particular experimental programs. It 
js a completed report. - 

Senator Kennedy. Why do you think that the Surgeon General of 
the Army was unable to tell us what was going on at Edgewood and 
that it was going to take them a long period of time to find out what 
was going on? 

Dr. Sim. There are two parts to that, Senator. 

The first part is that every document — we have several types of 
reports. We nave technical memoranda which are generated in-nouse. 
They are incomplete works. 

Second, we have finished research reports. 

Third, we have special publications and, fourth, we have open 
publications. 

Now, all copies of these have to go through the Army screening 
program before they are published. When they are published, th<w are 
sent through normal distribution channels to all agencies of the 

Government. ,, 

To further amplify that, I would say that in checking this over, 11 
copies went to the Department of the Army, including the Surgeon 
General’s office throughout; 11 copies went to the Department of the 
Navy, including several Bureaus and the Bureau of Medicine and Sur- 
gery; 6 went to the Marine Corps; and the Air Force received 10 

copies. . , . 

Now, this is standard procedure. They all received this information. 

Senator Sciiweiker. You said there were four categories, did you 


not? 

Dr. Sim. Four categories of? . 

Senator Sciiweiker. Which of those four categories are you de- 
scribing now? . , . 

Dr. Sim. I am describing the finished technical report of any study 

category. . ., , 0 

Senator Schweiker. Categories 3 and 4, as you described? 

Dr. Sim. Now, are you talking about category 4 as far as mdivid- 

Ua Senator Schweiker. You just said there were four categories of 

Which category of data is distributed as follows: 11 to the Army, 
11 to the Navy, 6 to the Marine Cores? .. „„ 

Dr. Sim. The second one, the Edgewood Arsenal technical report, or 
the third one, the Edgewood Arsenal special publication, would be 

distributed fullv to all those. „ . . . 

The technical memoranda were not necessarily always sent to an 



groups, but they certainly would reach the Department of the Army, 
the Surgeon General’s office, the R. & D. Command, because they are 
finished reports. 

Now, the open publication ones have to go through those channels 
anyway in order to be cleared. 

Senator Kennedy. How long have you been doing that? 

Have you been doing that just recently ? 

Dr. Sim. No, sir. 

We have been doing that since I have had the program, since I have 
been responsible for the program, since 1956. 

Every finished report went through the regular channels and is in 
repository within governmental libraries of the Army, Navy, and Air 
Force. 

Senator Kennedy. Does that include the number of experiments and 
the subjects? 

Dr. Sim. It does not include the subject’s name. It does include the 
number of people. 

Senator Kennedy. And the number of the experiments and the 
nature of the experiments, is that right? 

Dr. Sim. Yes, sir. 

Senator Kennedy. Why do you think Mr. Charles O. Ablard, Gen- 
eral Counsel for the Army, testified that of the total number of experi- 
ments and human subjects, there is reason to believe that these records 
may not be complete, and that the total number of participants may be 
somewhat higher? 

He continued to say : 

Available records do not indicate whether these procedures were. In fact, 
followed In each case or exactly what Information was Imparted to the prospec- 
tive subject 

Why do you think Mr. Ablard says there is reason to believe that 
these records may not be complete ? 

Were they complete? 

Dr. Sim. Yes; tney were complete. 

Senator Kennedy. These words had all the information on this that 
you were required to provide under the regulations? 

Dr. Sim. Every one of the experiments from day 1 and the first 
volunteer has a complete file on every test that he has been on and 
every record ; including a physical examination, psychiatric examina- 
tion, psychological examination, complete test protocol, what drug he 
received, what other tests he was on, a final written workup of tnat 
individual, plus a complete evaluation by the doctor. 

That is part of the medical records, and we have every one of those 
from the beginning. 

They have not nad time to look to see how complete they are, 
Senator. 

Senator Schweiker. Would -this include informed consent proce- 
dures and structuring of your experiments ? 

Dr. Sim. Yes, sir ; it includes everything. 

The average volunteer file is approximately 53 pages on each in- 
dividual for every time that he became a volunteer. 

Senator Schweiker. Are you saying, in essence, that these various 
branches have been inundated with reports on what you have been 
doing in detail? - 
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Dr. Sih. Perhaps it is not so much that, Senator, as not being specifi- 
cally interested in a program. I think this has more to do with it. 

After all, in the research area there are multiple reports that go in, 
and there are those who are sitting in the chain of command that have 
to review them ; if they do not have a specific interest in that area, it 
may be that they did not. 

Senator Schweiker. Who makes that decision, Doctor? 

Dr. Sih. They do. 

Senator Schweiker. That is my point. That is not your decision. 

Dr. Sim. That is not our decision. 

Senator Schweiker. As I understand it, your decision is to send 11 
to the Army, 11 to the Navy, and then through the chain of command 
they make that determination. 

Senator Kennedy. Let me ask you this, Doctor, if we can get back 
to this. 

I think you have been very responsive concerning the information 
that you nave made available to the Departments of Defense, the 
Army, the Air Force, and other branches. 

In completing your particular responsibilities in the three areas 
that you initially identified, did you have to administer hallucino- 
genic drugs to various human subjects? 

Dr. Sim. Yes, sir. 

Senator Kennedy. Other than LSD? 

Dr. Sim. Yes, sir. 

Senator Kennedy. Can you describe to us from 1967 to the present 
the kind of drugs that were being used, the number of different kinds 
of experiments that were taking place, and then I want to come to 
questions of consent and medical supervision. 

Dr. Sim. There were several categories of drugs studied since 1967. 
All of them were representative of classes of compounds for which we 
had previous authority to study. Riot control compounds such as CS 
and CR ; incapacitating compounds represented by the glycolates B.Z., 
E A3580, E A3834 ; therapeutic and prophylactic compounds thought 
to be effective against anticholinesterase compounds such as Sarin 
(GB) or Soman (GD). We did not study the effect of nerve agents 
themselves during this time period because they had been studied pre- 
viously. Therapeutic and prophylactic compounds thought to be ef- 
fective in prevention or treatment of incapacitating agents such as the 
glycolates (agent B.Z., an anticholinergic compound) were also 
studied. 

Senator Kennedy. Would you hold just a minute, Doctor? 

(Discussion off the record.) 

Senator Kennedy. We apologize to the witness. 

Could we have the last question and answer read ? 

(The last question and answer, as recorded, were read by the 
reporter.] 

Senator Kennedy. You were talking about B.Z. 

Would you continue? 

Are these all hallucinogenic drugs? 

Dr. Sim. B.Z. is an anticholinergic like Atropen. 

Senator Kennedy. What does it ao ? 

Dr. Sim. B.Z. causes both physical and mental incapacitation. The 
physical incapacitation comes on first. It is represented by feelings of a 
dry mouth, difficulty with vision, some difficulty with gait, and then a 
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person does not remember, and for a period of time he is in a state in 
which might best be described as semiquiet delirium. 

Senator Kbnnkdy. For how long? 

Dr. Sim. That depends. 

With B.Z., it may be as long as 12 or 20 hours at which time he be- 
comes ambulatory and gets up and moves around, but is unable to 
answer or retain memory for things that happened during the course 
of the experiment. 

In about 72 hours, they are completely recovered, and we have had 
no reports of any difficulty as far as after effects. 

Senator Kennedy. Will you continue. 

I)r. Sim. Yes. 

We have not studied any anticholinesterase compounds except when 
Physostigmine (a weak anticholinesterase) is used for the treatment 
of B.Z. The work on nerve agents was terminated in about 1965, and 
there has been no further work done with these compounds. 

We have continued work on some of the tranquilizers which are 
commonly used by the public, namely things like Valium, Trilafon, 
Thorazine, and so forth. 

A point about Thorazine, we found out in our early experience with 
LSD, that it was effective in attenuating the LSD reaction. We studied 
Thorazine alone also. 

As far as the other incapacitating agents, they are all in the same 
class as B.Z., except that they are glycolates, which is only a structural 
modification, but the effect is exactly the same. 

I would like to clarify something because of erroneous newspaper 
reporting. LSD-25 and its analogous compounds are entirely different 
in their effects on humans. The dose required for effect from LSD is 
between 50 to 200 micrograms per individual. The dose required for 
effect from the anticholinergics such as B.Z. is from 5 to 10 times that 
amount. The duration of LSD-25 effects is usually from 6 to 12 hours 
for full recovery, but the effects of the anticholinergics may last from 
2 hours to several days. The LSD-25 individual has few physiological 
changes, but a heightened activity of their central nervous system. 
During the period of acute effects, although hallucinating, they do 
have moments where they are entirely aware of what is going on 
around them. The person suffering from anticholinergic intoxication 
has physical incapacitation first, represented by dry mouth, visual 
disturbance, and ataxia (difficulty in balance). This is followed by a 
somnolent state during which period the individual is completely out 
of touch with his environment. Within a short time his physical dis- 
ability improves, but he continues to be disoriented for a period of 
time depending on the particular compound. 

Senator Kennedy. This included V.X., is that right? 

Dr. Sim. Yes, sir, but not since 1967. 

This all terminated before that time. 

Senator Kennedy. V.X. was terminated? 

Dr. Sim. Yes. 

Senator Kennedy. Is that a lethal drug? 

Dr. Sim. That is a lethal compound, yes, sir. 

Senator Kennedy. Can that be tested on human beings? 

Dr. Sim. It can be and was. 

Senator Kennedy. What happened ? 

Dr. Sim. I was the first subject on that so I have some memory of it. 
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The test consisted of an intravenous infusion lasting seven hours. 
My acetylcholinesterase level dropped to near zero, ana I had all the 
signs and symptoms of an anticholinesterase poisoning. 

Senator Kennedy. Did it almost kill you ? 

Dr. Six. No, sir, it did not, but I would never give a drug to an in- 
dividual without first knowing what the facts and hazards were as 
well as the necessary treatment required. 

This is a personal thing as far as I am concerned. I have never given 
a drug to an individual when I have not had experience with that class 
of drug personally. The experiment is done first on me. That has been 
my credo since I have been in charge of the program. 

People do not agree with me entirely on this. They say it is not en- 
tirely objective, but I have to live with myself, and I have to conduct 
this program. 

Senator Kennedy. That is a very, very commendable attitude. 

Senator Stafford. Will the doctor tell us what his symptoms were 
in this case? 

Dr. Sim. The symptoms were those that are typical that would hap- 
pen in a case of pesticide poisoning like Paratmon. 

There was some difficulty with breathing. First, I had the sensation 
of my nose running, and I was having difficulty with vision, seeing, a 
distortion of vision; sweating; tremors; nausea and vomiting. 

. Finally, the exposure was terminated. I might say we never do any 
of this testing unless we have an antidote for the particular compound 
that we are going to study. This is inherent in medical investigation 
practice. 

We do not give drugs to people when you cannot reverse the situa- 
tion with An antidote, and we have never tried treating or giving any- 
body a drug without first having all the methods and all the materials 
available that would terminate that exposure. 

Senator Kennedy. That may have been the practice at your center, 
but we have heard some rather disturbing and distressing stories of 
when that was not the case in tests sponsored by the Department of 
Defense, experimentation which ended up in tragic situations. Just 
briefly now, how many different drugs, hallucinogenic drugs, were 
you testing from 1967 to the present that were designed to incapacitate 
an individual? 

Dr. Sim. I do not have the figures exactly. 

Senator Kennedy. Approximately. 

Dr. Sim. Approximately, I would say that we probably have done 
seven of the incapacitating drugs since 1967, and they are all in the 
same series as B.Z. like the ones that we have done before. 

Senator Kennedy. Of those, how many individuals were involved? 

Dr. Sim. The total number of people to come on the program of 
this type? 

Senator Kennedy. Since 1967. 

Dr. Sim. Since 1967. 

We had one hiatus, and no volunteers in 1973 and 1974, due to a 
change in assignment from Continental Army Command to Military 
Personnel Center. That delayed us about 1 year, so we had no volun- 
teers. 

The number of volunteers has averaged about 300 to 400 per year 
that have gone into this program between 40 to 60 percent were found 
el igible for drug studies. 
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Senator Kennedy. Were they military? 

Dr. Sim. They are all military, sir. 

Senator Schweiker. I understand Edgewood has done some con- 
tract work with prisoners and students. 

How many prisoners and students would be involved in that? 

. Dr. Sim. In the present program — and there is only one program 
involved — they were doing the same type of thing. 

Senator Schweiker. How many people were involved, prisoners, 
and what drugs were used there? 

Dr. Sim. The same drugs that were used in our program. 

What the prison drug program was designed to do was to make 
studies on compounds to give us some feeling as to the potency of the 
material of this class of compound, and then relate that information 
to us so that we could make a decision as to whether or not it was an 
important compound to continue. 

The numbers in that were usually around 100 to 200 per year total. 
Now, they never studied any compounds that we did not study, and 
only did minimum effective dose studies. 

Senator Schweiker. How about students in that period ? 

Dr. Sim. In the student program, nothing but therapeutic drugs 
were used. The student program was set up in clinical pharmacology, 
and the only thing that these students were given was Pam compounds, 
Oxime, which are for therapeutic use. We did not do drug studies on 
contract at all except for Oximes in students and minimal dose studies 
of incapacitating compounds in prisoners. 

Senator Schweiker. In your supporting contract this would have 
been reported through the same chain of command procedure as your 
in-house work, is that correct, sir? 

Dr. Sim. That is correct. 

Senator Schweiker. Does the Navy participate? 

Dr. Sim. We asked the Navy twice to participate in this program, 
and went through the CNO, and got a negative response at all times. 

Senator Kennedy. Why was that, do you know ? 

Dr. Sim. I do not know. Because the Air Force dropped out of it, 
too. I think because of the requirements for personnel elsewhere at 
the particular time we were asking, and there just was not enough in- 
terest to conduct it. 

They said it is the Army’s province. If they cannot find a 
volunteer 

Senator Kennedy. Your testimony is that the Surgeon General of 
the Army was kept informed on all the tests that were taking place at 
Edgewood? 

Dr. Sim. Senator, I want to say this. As far as I am concerned, we 
made the reports. Whether they were distributed by the Surgeon Gen- 
eral’s direct representative, who was the director of the lab all the 
time from 1946 on, was not my responsibility. 

Senator Schweiker. You say everything you were doing went up 
the chain of command, and do not know where it went from there? 

Dr. Sim. Yes, sir ; that is right. 

Senator Kennedy. You say your reports went to the Surgeon 
General. 

Do you know whether there were other ways in which the Surgeon 
General was kept informed ? 

Dr. Sac. Yes. 



Senator Kennedy. Would you describe that? 

Dr. Sim. We had quarterly staff meetings, going over the whole pro- 
gram. The Surgeon General had a liaison man come to those meetings. 
We have a liaison man from the Surgeon General that is assigned to 
us, and he attends any of the staff meetings that are of interest to him. 

In addition to that, we have a written report of these quarterly so- 
called review and analysis of the program. 

In addition to that, I have a semiannual in-department review 
analysis of the program, and the Surgeon General’s people are always 
invited to that. They are always accompanied by a printed form so 
that they have some idea of the program. 

In addition to that, we have monthly reports on volunteers that have 
been going on continuously, and these monthly reports merely state 
what the progress was during the month, what type tests the people 
were on ; these have been current, they are all crossreferenced, so there 
is no problem in relation to saying how many people were on this pro- 
gram or how many people were on that. 

We have another form of reference. 

Now, those things, as far as I know, should have gone forward to 
all interested parties that had a need to know. 

Senator Kennedy. Let me ask you. as of the moratorium of 1975, 
were there any drugs, incapacitating drugs, being tested? 

I)r. Sim. As of that time, not for that particular period. In the 
two periods preceding, there had been some studies on skin penetra- 
tion of one of the glycolate compounds. 

Senator Kennedy. What period was that? 

Dr. Sim. That would be the 3-month period from January — no, I 
am sorry — from October through December. 

Senator Kennedy. Of 1974? 

Dr. Sim. Of 1974. 

Senator Kennedy. But after December 1974 there was no testing 
conducted ? 

Dr. Sim. Oh, yes. 

Senator Kennedy. Of the incapacitating drugs. 

Dr. Sim. Well, Physostigmine as a treatment drug could be classi- 
fied as an incapacitating drug. 

Senator Kennedy. What about hallucinogenic drugs? 

Dr. Sim. Hallucinogenic, no. We were mainly concerned with our 
new treatment problems that had been presented to the committee 
before, I believe. 

Senator Kennedy. Do you plan any in the future? 

Dr. Sim. I do not know what — I would plan some for the future ; 
yes, sir. 

Senator Kennedy. Pardon? 

I)r. Sim. I would plan some for the future. There are a few things 
that need to be done that are necessary. 

Senator Kennedy. Have there been proposals made to conduct 
these? 

Dr. Sim. We have made four proposals to the Surgeon General since 
1974, and we have had no positive action on any of them yet. 

Senator Kennedy. Why is that? 

Dr. Sim. I would like to, if I might, Senator, clarify as far as time, 
if I have your permission, throughout the years. 



This whole thing started in 1953, the first authorization was for 
both the G agents and Vesicants. 

In 1955, the psychochemicals, including LSD-25 the hallucinogenic 
compounds ana therapeutic compounds and antidotes were asked for 
and approval granted. 

In 1958, we went in for V compounds, and the Surgeon General 
approved and commented. 

In December of 1958, we had permission for the nerve agent V and 
for LSD-25 and for many of the other compounds including 1476 or 
marijuana type compound. 

In 1959, we asked for authorization and received it for all the others 
in the specific classes. The only other ones that we asked for during 
the period of 1964-69 were those that involved physiological stress 
and thermal stress in association with chemical agents and operations 
in the field, wearing protective clothing. 

So that is the story of asking for permission through the chains 
of command up to the Secretary of the Army on down. 

Senator Kennedy. Could you describe for us what precautions 
were taken in terms of obtaining informed consent from test indi- 
viduals and what kinds of medical protection were provided, super- 
vision during these tests, and followup? 

Let us take, first of all, the consent issue. 

How many protocols were submitted on those and what steps did 
you take to the Human Review Board? 

Dr. Sim. Sir, every individual who has been on that program has 
signed the same consent form with witnesses. 

When I supplied the Surgeon General with the 585 cases on LSD, 
I handed him 585 written consent proposals that were accompanying 
the names of those individuals. 

This has been true throughout our program. We have not changed 
that consent. We have not changed our form, nor have we changed 
our method of informing the individual about what type of test is 
going on. 

We do not tell him the exact structured formula of the drug. We 
never have, because we feel that it would prejudice the test. 

But we always tell them the type of drug, generally what he might 
expect, how it 'will be administered, and over what duration of time 
he might expect some discomfort. 

Senator Schweiker. Doctor, I would like some clarification. 

Would a person know he was taking LSD? 

Dr. Sim. A person would not know he was taking LSD. sir, be- 
cause we did not tell them they were taking LSD. LSD would mean 
nothing to a man in the 1950’s. 

Senator Schweiker. What would you tell a man who waa taking 
LSD? 

Dr. Sim. We would tell a man he was taking a drug that would 
affect his behavior, and it would probably last for 6 to 12 hours, 
during which time we were there at all times, and we would terminate 
that exposure at any tiipe that he so desired. 

This has been an unwritten thing that we have always terminated 
exposure if the subject desired. 

Further, he can refuse any test program, any single drug, or any 



multiple drug, or he has always been able to refuse that. He has 
always been able to stop it, aricl we have also been able to on the spot 
terminate it if the physician decides. 

Senator Soiiwf.iker. How could you terminate a one-shot dose of 
LSD? 

Dr. Sim. You might come up and say, “I want out of this.” 

Senator Sciiweikkr. You would not give repeated doses, would you ? 

Dr. Sim. Not in the same day ; no. 

Senator Schweiker. So that could not be terminated the same day; 
could it? 

Dr. Sim. No. No ; but there is— the reason for the repeated dose of 
LSD, if and when they were given, was to see whether or not the 
person would build up a tolerance to the material. And if they did 
build up a tolerance, how much it would require in order to go through 
that tolerance. 

Now, from our standpoint, this was important. 

Very few people received multiple doses on, say, various days, but 
we become interested in tolerance. 

Senator Stafford. Doctor, to go back to terminating at the request 
of the volunteer an experience, somebody in the middle of being under 
the influence of LSD and having a very bad experience, what could 
you do to terminate that experience right then and there? 

Dr. Sim. Right then and there, sir, we gave Thorazine which attenu- 
ates the acute reaction from LSD. It modifies the experience. It sort 
of “semidrugs” them, and they can tolerate this. And in the normal 
period of time, which is about 6 to 8 to 10 hours, he comes out of it, 
but. he does not go through the most stressful part of the experience. 

Whenever they asked to be terminated, they were terminated. 

Senator Kennedy. On this question of informed consent, perhaps 
you could submit for us copies of the forms that were provided to the 
subjects. 

The. consent form which was signed by one of our witnesses earlier 
this week says, “I recognize that in pursuance of certain experiments 
transitory discomfiture may occur.” 

That is the extent of the warning, at least in this case, that the 
victim who was taking LSD was given. And it does not seem to me 
that if that is the same kind of form that was used at the Army Bio- 
medical Laboratories at Edgewood Arsenal that test subjects were 
given sufficient information. 

Dr. Sim. Is that not the normal type of form ? 

Senator Kennedy. If you would be kind enough to supply us with 
copies. That is the type form that was signed by Colonel Jordan when 
he participated in an experiment. 

Dr. Sim. That, sir, is a different type of procedure for obtaining 
consent. 

Colonel Jordan was a member of a group team that volunteered. 
He was at Fort Benning. There was some at Fort Bragg. There was 
some at Fort McClellan. 

Now, that, was handled by the unit. That was handled entirely by 
that unit at Fort Benning. 

Senator Kennedy. Maybe you could submit those so that we may 
examine them. 

But do you not think it is worthwhile to have one standard form ? 
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Do you not think that would be worthwhile ? 

Dr. Sim. Correct, sir, and they should have had 

Senator Ken nedt. Let me ask you. 

This committee authorized legislation for the Commission on the 
Protection of Human Rights, and they had been developing the con- 
sent forms in terms of experimentation for the Department of HEW. 

Do you not think it would be useful and helpful if your particular 
division, and the rest of the Department of the Army and DOD, 
worked with them to develop the form which would provide the great- 
est amount of protection for those that would be participating in 
experiments! 

Dr. Sim. Absolutely. 

Senator Kennedy. Will you welcome the opportunity to work with 
the Commission in the development of such form? 

Dr. Sim. Senator Kennedy, I would more than welcome the op- 
portunity. 

Senator Kennedy. I have not had a chance to talk with my col- 
league, but I would hope that we might be able to join in a letter to 
the Commission to request they review this and work with Dr. Sim 
and the Department of the Army. 

We have some legislative aspects which we are working on, and I 
think Dr. Sim, your forthcoming attitude on this can be enormously 
helpful, and we will pursue it. 

Let me ask you this. 

I understand that since 1964, you have submitted from Edgewood 
directly to the Human Use Review Office only three different protocols, 
is that correct? 

Dr. Sim. Yes. 

Senator, I recited the agent agreements that were signed by the 
Secretary of the Army preparatory to that. These are a new thing. 

Now, we had a Medical Advisory Council up until the AMC take- 
over, and they met twice a year, to decide on these programs. 

Since that time, we have attempted, not ourselves, but we have 
suggested there be forums, outside groups, that would review this 
program from time to time and make recommendations. 

We have forwarded the names of the individuals to be contacted. 
That is not as yet in effect except in the form of the NLRB. 

Senator Kennedy. At least, we were under the impression on the 
basis of that Memorandum of Understanding, that all the protocols 
were going to be submitted. 

Dr. Sim. Yes, sir, they are. 

[The following material was supplied by Dr. Sim to further qualify 
the colloquy :] 

There seems to be some confusion about the questions asked and the answers. 
What I am now led to believe is that FDA and Surgeon Oeneral agreed that every 
experiment would be subject to protocol review, irrespective if it has been 
granted previously. As a matter of fact, FDA really never entered Into the 
picture at all until the problem of efficacy of a drug for therapeutic value was 
being considered, with the endpoint being the drug would finally arrive on the 
clvlUan market for use (i.e., oximes for organophospborus insecticide poisoning). 

Since we were not involved in any new classes of compounds which we had 
not studied previously, and since we did not receive specific information that all 
future protocols must be submitted, we therefore did not become aware of this 
until either late 1978 or early 1974. It must be remembered that we have had a 
very strict protocol board in existence locally since the inception of the volunteer 
program, and we have 7000 healthy volunteers to support us. 



Senator Kennedy. Only three were submitted. 

Dr. Sim. That is right. 

Senator Kennedy. Out of how many ? 

Dr. Sim. Well, as I said, these are all new compounds, new types 

Senator Kennedy. There were only three new ones? 

Dr. Sim. There were only three new ones that we submitted so far, 
one for the treatment of cyanide, one for a new therapeutic compound 
that we thought was extremely important. 

Senator Kennedy. Your interpretation was that you were to submit 
a protocol only if the experiment involved a new compound? 

Dr. Sim. Not now it is not. Everything we have to submit. 

Senator Kennedy. When did you adopt that practice? 

Dr. Sim. About 1974. 

Senator Kennedy. Not until then? 

Dr. Sims. That is correct. 

Senator Kennedy. Why is that ? 

Did not the Memorandum of Understanding provide that the proto- 
col of each experiment was going to be submitted and reviewed? 

Dr. Sim. Tne protocol of understanding came about as a result of 
your investigation, I think, in 1973, and when we resubmitted for the 
program in 1974, that is when it came out. 

Now, not that it was not in being before, but it was not one in which 
we were specifically instructed. 

Senator Kennedy. At least your instruction, I gather, that you re- 
ceived was that your only requirement was to provide the submission 
to the Human Review Office if there was going to be a new class? 

Dr. Sim. New compounds, new classes of compounds or new items. 

Senator Kennedy. Even though the Memorandum of Understand- 
ing between the FDA and the DOD explicitly shows that each protocol 
was to be submitted. 

I do not know whether you are aware of that, but your orders were 
to submit protocols for each of the new experiments, is that correct? 

Dr. Sim. Right. 

Senator Kennedy. Could you give my staff a copy of the consent 
form ? 

Dr. Sim. Yes. 

Senator Kennedy. The point, I suppose, here is that although the 
Food and Drug Adminstration felt that, under their memorandum of 
understanding, there was going to be a submission of each protocol, 
and even though the Army felt that way as well, by the time the word 
got to you, your understanding was that it was supposed to be each 
new experiment and in a new compound area ? 

Dr. Sim. Yes. 

Senator Kennedy. Until 1974? — __ 

Dr. Sim. Right. 

Senator Kennedy. And then every experiment? 

Dr. Sim. Every experiment. 

I might add to that, when we did all the work on oximes, we pre- 
sented that as a complete technical data package to the 'Food and Drug 
Administration. And from that time on, it said any company, if they 
followed Food and Drug protocol in relation to this, could manufac- 
ture this compound and sell it. And there was no further animal work 
and no further human work that was required to be done. 



We handed that to Food and Drug and said here is the total package 
on the oximes. You can use it for the common good of the public, 
and let any manufacturer make it. 

This is an example of the sort of cooperation we have had, but we 
developed this early under a classified program, and then declassi- 
fied it and gave it to Food and Drug for the civilian population’s use. 

Senator Kennedy. Could you tell us a little bit about what you did 
over in your department for the protection of human subjects? 

Did you have any other kind of arrangement, or did you try to 
develop any other kind of procedure for protection of human subjects, 
or did you just follow the consent form and followed the procedures 
that have been outlined by the Army ? 

Dr. Sim. Over and above that , we did many things. 

Each class, each compound, in fact, posed a new problem, Senator, 
that we had to be completely aware of when we were conducting 
studies. So, no matter what the regimen and protocol was that was 
standard, we always had to have special precautions. 

If it happened to be a compound that would cause respiratory 
difficulties, we not only had to have respiratory drugs there, but we 
had to have the people trained in a particular speciality where, if 
necessary, immediate attention could be given to that problem, where 
there would be prevention of anything rather than just doing a stand- 
ard protocol ana saying we covered it. 

We always did the standard protocol, but we did much more. 

Senator Kennedy. Doctor, we just mentioned the consent form that 
Colonel Jordan signed, which said, “I recognize in pursuance of cer- 
tain experiments transitory discomfort may occur.” 

I just asked you for the one you used, and it is identical to that form. 

Dr. Sim. Yes, but I do not know whether his has— does his have the 

first? . , _ . 

Senator Kennedy. It is absolutely identical. The two forms are 

absolutely identical. 

Dr. Sim. Well, I did not see Jordan’s form. 

Senator Kennedy. I will send it down to you. We will insert it into 
the record. 

[The material referred to follows :] 


70*026 O - 7« - 15 



220 


X 


\ . JUX U'v A.t.. J 


f.MM * >rf •* »# ( »1,t*»/..l v| r | 'r *«7 *» *** f 

’ V^lut 




u.w^ug;.4«.*vm„o( 

SCRD-OC 


Transmittal of Forms 


’lO 


SGRD- 


fC*S* 


SGRD-OC 


OAVtt 


Attached forms are forwarded for following action: 

a. Revise DO Form 1498, if necessary, from info on OTSG Form 1079. 

b. Forward original Form 1498 and certified copy to 5GRD-ID. 


CUT t 


2 Incl 

1. Form 10/9 COMPTROLLER 

2. .Form 14 98 w/copy 


TO: SORDID FROM: SGRD- t DATE: CMT 2 


pOD Form 1498 with certified copy attached for submission to OCRD, 


1 Incl __________ 

as PROJECT MONITOR 


APPENDIX E 

HVs « ■ 

W* 4 I fMti 


hUMJxr'ibb ro ;•>* A*m*.»::ann**t-* '~cs»*irr^eiu.n3 
tuvto asu uses uuya i pen vs u.tu^» uokui t mutca 


OTOtUfMmss 



221 


A Cml 

22 


\ 


VPJ-W.Ttrn'S PARTICIPATION AGHFE'-TTiT 
H. r. ;..x' r -' T.ir’tlCAI. WiKAH . !AB01'A:r:;iFS 
(I. s. c R, ka:" ; . ;.:.t 


NAME .V>v* A 0^21 , V. ’• ) \ j, \ , v\ - V t 

Age ?>\ Race . .> Grade Serial !io. Q V ST S ^ 1 

Organizat ion ^ V ( * % » [\ 

NotjC cf Nearest Relative 1 * ' ^ (- \r.' • ; » . .J ^ ^*>* ; «• ^ 


Address of Kcarcct Rc'p.tive 

L * > o vi 

, \ \ V e \ -\U. 

Telephone !, s raber of L’r -rer.t 

relative , 

v ; f * - 1 1 * » i i 

? ^ V 

I, l v ^v\\\v ... 

^v'Av > , 

certify that I have received, read and 

understand a document er.titl 
of which is annexed hereto. 

eY, ’’"Mfdienl 

-..a t'r.ai. the 

ih earoh Vnimitrtr Procrari,” copy 
t; '..Tiil nr. nre of the experiments 1 


have volunteered to participate in b;-» : i *Yo:u the standpoint 

of possible hazards t * ; y heal in* in ry . . ler. that the experiments 

are so designed, bared on t :* result: rf n: . ,] and pr« virus human expert* 

mentation, that the antler a* o.i r< ..It •• wi r. j.ulify i he performance of the 
experiment. 1 under ,.v uu furU.vr t: .t eyper >.cnt r ill i e so conducted 
as to avoid all u.nr.ecej: cry ;L\sI :L ..:.i ..or.*. 1 ruff*, i i.g and injury, and 
that I vi] 3 be at lilert. to lu-quc.i i.t.l If*., oxpvrl . mts bo terni;.iwed at 
any time if in rr.v opiui r. I nr.vt: re..e:;» :l too t i *y ; i c * i ! cr rental stat* where 
Conti nuttier, cf the exi eri:-en* K-ror*'/ uu ' nt . 


I r c corn i r.c that in JLie ^rsuit of crrtr.tr. cxjcrir.cr ts tranr.i tcry dis- 
comfiture ray cccur aui vhc\ r 7'c uei t ? Vo's? or; ; T-Tly likely to *o^rtir 

1 will be c~ advised. I rc*c:y\...e, afro, t: ’ t under t? ere circumstances, I 
must rely upon the ck ill ar. ; vl iox of the rhy. l ciur 'u^rrvising the experi- 
ment to ir.rfituie whatever r.c* 11.. . or suryici. . n.c-arurcc r.re indicated to 
protect me. 


I certify that there Lor brer no coerr 
undue moral sua:i :r. or ^ther :» Ivcrue .prou* 
teering ier this duty. I lave done go o. : 
of all hazards, rc«an.: a: i :u • *.• .Ion 

DATE: f> n-‘ r. -• C j im?:.- 

/ .. . r. 

SIGNED ^ _HL;_ •- '••' VISE 

i c 


a, element, of fraud or deceit, 
brought 1- boor in ny volun- 
c- r. frtc v.II, completely aware 



C Form 6-9 
May 97 



Dr. Sim. Those are the recommended ones that were supposed to go 
to the unit, and I have not seen Jordan’s. 

Senator Kennedy. The point is whether they went to the unit or 
not ; the question is as to adequacy of the warnings. 

We are talking about experiments. You say that they have given 
consent, yet it says certain transitory discomforts may occur, and you 
are feeding them LSD. 

Dr. Sim. Let me answer in this way. 

Number one, that was in 1958 or 1959, and what, we know about 
LSD today compared to what we knew then, would not have changed 
the intent or care of our study. 

Senator Kennedy. Is this the form that is being used ? 

Dr. Sim. That is the form that is being used today and that was 
processed through the Judge Advocate’s office, and this is the recom- 
mended form that eame down from the Department of the Army. 

Senator Kennedy. That is the one that was being used on all those 
drugs even from 1967 through 1974? 

Dr. Sim. Yes, sir. 

Senator Kennedy. So regardless of what drug was used, the same 
form was used for all test subjects ? 

Dr. Sim. Yes, sir. 

When the volunteer comes in, he signs that agreement. 

Now. any time these come up. he has the option of whether he wants 
to go on that drug or not. So he does not sign one for every drug. 
He signs one for every period. 

Senator Kennedy. That is even worse, is it not? 

Dr. Sim. No. 

Senator Kennedy. How is he going to find out about it if he just 
comes in and signs for a whole period ? 

You say in pursuance of certain experiments, transitory discomfort 
may occur, and the drug may vary dramatically in terms of its impact. 

T)r. Sim. You are correct. 

For every drug, he is talked to individually in relation to that drug 
and told what the effect is. He then has the option of saying. “Well, 
I do not want to go on this test.” 

Senator Kennedy. How is that presented to him ? 

Let me finish. 

Do von have some other form which is used, whether it is for LSD 
or B.Z., or any of these other drugs, or is the informal consent just 
dependent upon oral communication? 

Dr. Sim. No. 

It depends on the oral communication. This is a very close type 
"roup that is working together with these people every day. And they 
do talk to them prior to all these tests. 

Now, the same physicians and the same nurses and the same people 
practically live with these people during this period of time, so it is a 
very, very close working relationship. 

Senator Kennedy. Doctor, I do not doubt that the same doctors and 
nurses are going to be staying there or supervising. 

What I am asking is whether, on the basis of the form that is sub- 
mitted, and on the basis of the conversations with test subjects that 
they can have a complete awareness of what they are getting into with 
all the implications of how a particular drug may affect the test 
subjects? 
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We have heard witnesses who sat at that verv witness table just a 
few days ago who testified to enormous kinds of change in their lives 
and, in some instances, absolutely tragic circumstances, and it does not 
appear to me that this form which refers to transitory discomfort, is an 
adequate warning. The form does not even name the drug. 

Nor does it appear that oral communications from doctors to test 
subjects is adequate because there is nothing in writing that would help 
determine the extent to which this kind of warning is given. 

So that later in their lives even if they read about the after effects of 
LSD, and have experienced the kinds of chronic depression and flash- 
backs and all the other kinds of aftereffects associated with the drug 
they will never know why. 

Thev will never be able to relate this because they do not even know. 
They have not received any indication, any notice. You have not told 
them and, evidently, your doctors working with them have not told 
them. 

So, these 300 to 400 military men who have taken these hallucino- 
genic and incapacitating drugs since 1967 — 300 or 400 a year, which 
is close to 3,000 servicemen — may have suffered these depressions or 
flashbacks,jpr other mental problems, but they have no way of tracing 
it back to your testing. 

How are they going to know when they get these aftereffects, that 
they are not suffering from epilepsy, but are sufferening drug after- 
effects, as we saw with Colonel Jordan ? 

They are just loose somewhere out in this country, and the Army 
evidently does not have the necessary followup procedure. 

How are their interests going to be protected ? 

Dr. Sim. I understand what you are saying, and I have been con- 
cerned with it. And I think if you provide copies of letters about my 
concern to the individual who comes in with a letter, wondering about 
something that happened to him as a result of the drug 

Senator Kennedy. But does the responsibility end there when an 
_ individual comes in with a letter? 

Do you not have at least a responsibility to make sure that they 
have the most complete informed awareness of what this drug may 
f do to them and to their minds and their bodies? 

Do you not have a responsibility, and does not the Army have a 
responsibility to follow up on these young people to make sure that 
they are going to have aaeauate kinds of medical followup and not 
just in the immediate future! 

Do you not have that responsibility today for those who have been 
involved in these experiments? 

Dr. Sim. Yes, very definitely. 

Senator Kennedy. Are they doing anything now ? 

, Dr. Sim. Yes, sir. 

/ Senator Kennedy. Are you following up on everyone of those young 

persons? 

Dr. Sim. We are following up ; the Army is following up on every 
one of the 585 cases we have. 

We started the program in 1971, which went back to 1967. 

Senator Kennedy. Let me understand your answer. 

Are you prepared to say now that for everyone that has been partic- 
ipating in the Army drug testing program, every young person who 
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has participated in that program, that the Department of Defense is 
following up with every individual, to notify him of the nature of the 
drug he took, the potential side effects, and that the military is pre- 
pared to insure that they are going to be given full and adequate 
medical treatment today and for any time that can be reasonably 
related to involvement in that drug testing program? 

■*'» Dr. Sim. The answer is yes and no, both. 

Senator Kennedy. How can it be no? 

Dr. Sim. The yes is on the LSD which has been launched. 

In 1971, we started on the other program, which included all drugs, 
and started a program in which we had both the controls and people 
who had been on experimental drugs. 

Results of that small one were dissatisfying to us. We did not find 
changes. We did not have either the money or the medical people to 
continue the size of investigation that we felt was necessary. 

Senator Kennedy. Is it your testimony that you did not have the 
money to follow up on these cases? 

Dr.' Sim. No. 

My testimony is we did not have the money to follow up on and 
the people to follow up on the type of investigation that we thought 
was necessary, and we stated it. That was in 1971. 

Senator Kennedy. That is an intolerable situation, is it not. Doctor? 

Dr. Sim. Well, it is intolerable. 

Senator Kennedy. Are you prepared to say it is Army policy to 
conduct a drug testing program using young Americans who may suf- 
fer the. most serious kinds of damaging effects — both mental and phys- 
ical — and then say that the Army does not have the manpower or the 
money to follow up and insure that those young people who have vol- 
unteered are not going to receive the very, very best that this country 
can afford? * — 

Dr. Sim. You are right, and T agree with you fully. Absolutely I 
agree with you. 

Senator Kennedy. Wait a minute. 

You agree with me what? 

Dr. Sim. That it should be done. 

Senator Kennedy. That it should he done ? 

Dr. Sim. That it should be done. 

We went before the National Science Foundation in 197ft. 

Senator Kennedy. Is it being done? 

Dr. Sim. It is being done, as the Surgeon General testified, I believe. 

Senator Kennedy. What is your “no”? 

You gave us a “no.” 

Dr. Sim. My “no” is that we have not launched one for every class 
of compounds that we have. 

Senator Kennedy. So the answer is no? 

I >*t us understand it. 

Tt is yes with regard to LSD for 485. but no with regard to? 

Dr. Sim. With regard to some of the others, yes. 

Senator Kennedy. That is the point. It is not being done with 
regard to every young American who participated in these experi- 
mental programs involving testing of hallucinogenic drugs. 

Can you tell us that it is covering every single American ? 

Dr. Sim. No ; it is not covering everyone. 



Senator Kennedy. Do you not think it should ? 

Dr. Sim. I think it should, yes. 

Senator Kennedy. Why is it not? 

Dr. Sim. I do not have the money or manpower to do this. I just do 
not. 

Senator Kennedy. Did you ask for money or manpower? 

Dr. Sim. No; I have not asked for the money and manpower. 

Senator Kennedy. Will you ? 

Dr. Sim. I would. I will. 

Senator Kennedy. Let us know if you do not get the money or 
manpower. 

Dr. Sim. I would be happy to. 

Senator Kennedy. I think that is very important. I just want to 
assure you that I will do everything that I possibly can to make sure 
that you do get the money and manpower, and f am sure that the 
members of this committee will work just as industriously as I to 
insure it. 

You stated yourself that this is something that must and should be 
done. 

Dr. Sim. Right, sir. 

Senator Kennedy. It is really, I think, just an incredibly important 
responsibility. I have been impressed by your obvious concern for 
these young people, but you could not have listened to the witnesses 
that we have heard in terms of the impact on their lives and not recog- 
nize the continuing and ongoing responsibility for it. 

Dr. Sim. Right. 

Senator Kennedy. We want to make sure at this point that we un- 
derstand completely that there may very well be, and I am sure there 
are, some extremely important reasons for human experimentation in 
terms of drugs from the military point of view, although I think, 
obviously, this ought to be reviewed, but in terms of the protection, 
and I think I have outlined that earlier. 

Dr. Sim. Yes. 

Senator Kennedy. Before there is an implementation of any test- 
ing, there necessarily has to be a justification for experimentation. We 
are not competent — at least I am not — to make that judgment, but 
I think the need ought to be reviewed constantly. 

What I think is really inexcusable is not having the complete and 
full adequate notification, both in terms of the full implications of 
the drug, and the kinds of supervision and the followup. 

Let me ask you this. 

I think you responded to the kind of medical supervision that takes 
place during the experimentation. Maybe you can talk about the 
medical attention during the experiment. 

Did you have doctors around ? 

Dr. Sim. Right. 

The entry physical examination and psychological examination 
takes approximately a week. Those people are categorized one, two, 
three, four, on the basis of their medical history, medical workup, the 
psychological and psychiatric interviews, and their total profile as far 
as a multifaceted personality. 

Then they are placed in four categories — one, drugs unqualified ; no 
drugs; limited drugs; and then only equipment or anything else. 
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So those are the. categories, and there is a medical staff decision 
after review of the individual’s record before, he is assigned to it. 

Then, from the day the man is placed on a drug program, he is 
briefed about the program. He is worked up with any sDecialties that 
are required with a physician in attendance, and tlie day he is in a 
setting with the nurses and the physicians at all times, he remains 
there during the course of that test. 

The material is given by a physician, he is followed on a 24*hour 
basis by a physician, and when he leaves that, program he has follow- 
up studies done during the course of his stay there. 

Before he leaves Edge wood completely, he goes through another 
erhole battery of tests again to assure there is nothing hanging on. 
Sometimes they are asked to stay over if there is a question about 
one lab test or something, for a week or 2 weeks, or even return at 
another period of time, to recheck things. This is the normal 
procedure. 

Now, if there is anything that causes a problem in relation to dis- 
ease or something that, this person has had while he is there, that is 
referred back to his Army station, to the dispensary there, and we 
are asked to check. 

For many of these men, this is a very unusual thing because we have 
picked up so many things in physical examinations and taken them 
off the program, sent them to specialists and consultants for both 
physical and psychiatric reasons, where they could get adequate treat- 
ment without ever going on a program. 

So it is the most complete comprehensive medical review a person 
has an opportunity to get. From that standpoint, it has been ex- 
tremely valuable for the serviceman. 

Senator Kf.nnedy. Did you have any deaths involved in this 
program? 

Dr. Sim. No, sir. 

Senator Kennedy. Never a death? 

Dr. Sim. No, sir. 

Senator Kennedy. Do you know if any of the materials that were 
developed at Edgewood were ever taken off the premises? 

Dr. Sim. Yes. 

I do not. know whether the materials were actually made at Edge- 
wood, but they could have been made by a pharmaceutical house or 
chemical company and could have been taken to institutions or could 
have been taken to a university, or could have been taken to a research 
place for study. 

Not necessarily at all. It could be just a chemical analysis, chemical 
test or animal test that the investigator might have wanted to do. 

Senator Kennedy. Do you know if any of the materials were ever 
used in the Army ? 

Dr. Sim. Any of these materials that have been used in the Army ? 

Senator Kennedy. Any product that was developed there or used 
at Edgewood, ever used in the military ? 

Dr. Sim. No, sir. 

Senator Kennedy. Did you not know that? 

Dr. Sim. I do not know. 

Senator Kennedy. Whether it was or was not ? 

Dr. Sim. I do not know whether it was or was not. 

Senator Kennedy. Would you know ? 
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Dr. Sim. I think I would know if it were something like B.Z., I 
guess. I think I would. 

Senator Kennedy. Would you not know if it was any of the other 
hallucinogenic drugs? 

Dr. Sim. No, not necessarily. 

My reason for that is simple. 

B.Z. was one that originated with us. Some of the others did not 
originate with us. For instance, LSD, and it could have been used, 
because they got them from other sources. 

Senator Kennedy. Can you tell me how many other subjects were 
used at Fort Bragg, Fort McClellan and in the Fort Benning 
programs? 

Dr. Sim. How many were used on it ? 

Senator Kennedy. Say for 1967. 

Dr. Sim. There was not any then, Senator. All the work at Fort 
Bragg, Fort Benning wus done jarior to that period of time. 

Senator Kennedy. During wnat period? 

Dr. Sim. 1958 to 1961. 

Senator Kennedy. And that includes Fort Bragg, Fort McClellan 
and Fort Benning? 

Do you know the number of people involved? 

Dr. Sim. I submitted the list. That can be made available to you. 
I submitted the total list with the names. 

Senator Kennedy. How do you know there were no deaths involved 
if you did not have a medical followup ? 

Dr. Sim. That is good a question because there have been people who 
have been killed in Vietnam. 

Senator Kennedy. That is not what we are talking about. 

Dr. Sim. No. But I mean not as a result of that, but people happen 
to still be in the Army, and I do not know any which has been 
attributed personally, who was on our program. 

Senator Kennedy. Is it not possible that you would not know about 
it if someone committed suicide or someone had an enormous 
depression? 

Dr. Sim. It is possible I would not. 

Senator Kennedy. There is probably very little chance that you 
would, is that not so? 

Dr. Sim. In the case of some of these officers, I think I probably 
would have heard. 

Senator Kennedy. Are the officers the larger percent? 

Dr. Sim. No. It is a small percent. 

In the case of the officers, I would have. In the case of the others, 
I would not have. 

Senator Kennedy. Are the tests put in the medical records of the 
servicemen? 

Dr. Sim. The tests are not put in the medical records. They are 
cross-referenced, but on the medical record of the servicemen is a 
cross-reference in which it states the type of test, and there is another 
location file for the test. This is done for security reasons. 

Senator Kennedy. So, in every enlisted man’s case, at least in his 
medical record, it is indicated he was involved? 

Dr. Sim. Yes, sir, or was not involved, because many of these people 
are controls and received no drugs. 

[The following material was subsequently supplied for the record:] 
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FACT SHEET OH LSD STUDIES AT EDCEl.XWD ARSENAL 
(Author: Dr. Van M. Sim) 


GENERAL 

In April 1943, the hallucinogenic properties of d-lyacrgir acid diethylamide 
(LED) were discovered by Dr. A. Hofmann of the Sandot Leae arch Laboratories. 

He filed a patent request 28 April 1944 that was approved by the Board of 
Appeals of the US Patent Office (Case 291, aerial no. 533,264) June 27, 1947. 
Universities, pharmaceutical houses, and private in res ti gat or t conducted 
numerous readies in both animals and nan on LSD. There were hundreds of re- 
ports In the scientific literature of these studies, snd it was decided at 
Edge wood Arsenal to test the substance from the standpoint of whether it was 
capable of disrupting military operations. Studies were begun at Edgewooi 
Arsenal in 1955. Pharaacological studies were conducted In animals In an 
attempt to determine the mechanism of action of the drug. Studies conducted 
In human subjects (Volunteers) were oriented toward learning what the of teem 
of different doses, given by different routes, would be; how these doses would 
affect military performance; and how predictable the effects are. Included in 
these studies were clinical laboratory sethdUs of detection of I.SD in blood, 
tissues, and urine. Studies of analogues of the compound, such as COL (Broo- 
lyaerglc acid) were conducted to see whether protective measures could be 
taken with these compounds to give the person some prophylactic protection 
against the more potent members of the series. Kuch of this has been reported 
in the open literature. Throughout the period we used every known study on 
cells, tissues, and organ culture in order to assess the potential hazard to 
humans from a tissue or genetic standpoint. Although human chromosome breaks 
had been reported by others, we found them much more frequently from caffeine 
and many other common substances. We were unable to demonstrate any damage 
by LSD to any system used. This has been s continuing project on all 
chemical substances which may be Introduced 'into the body, so It Is not 
unique to this compound. We have done the same studies on every chemical 
which la standard in CW, every therapeutic compound used to treat any com- 
pound of Interest, every riot control agent— everything. In no Instance 
was a human subject who did not volunteer used, and in every Instance of 
human exposure, the individual knew in advance that he would be given a 
drug that had psychotomimetic properties. He did not necessarily know 
when or how he would he given the drug to avoid responses that would 
be invalid because of the power of suggestion. 

these studies were conducted lntermittentily over the period of 1955 to J9A7 
when all work on LSD at Edgewood Arsenal was concluded. 

Prior to the establishment of the volunteer program at Edgewood Arsenal, 

Dr. Amedeo Harrazl, M.D., now at University of Minnesota, was in charge of 
medical research. From 1956 on. Dr. Van M. Sim has been responsible for the 
program. He has served under the following Directors of the Laboratory: 
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1956*1959; COL Albert Drelibich 

1959-1962: COL Douglas Lindsey 

1962- 1963: COL Prank Bauer 

1963- 1974: COL Joseph Blair 

1974-present: COL Claude McClure 

Because of the organisation structure of the post and the laboratory v COL 
Nicholas Bottlgllerl 9 COL Henry Uhrlg, and COL Prank Leltnsker served as 
Directors of the Laboratory during the tine that COL Blair use Deputy 
Director of Chemical Research and Development Laboratory fron 1963 until 
1971. 

All vork on T5D at this installation carried a military security classifi- 
cation until March of 1970, when it was declassified. Immediate action was 
taken to screen all documents on LSD and declassify those which did not 
contain information on other agents that still carried a ellttary classifica- 
tion. 


PROCEDURES USED IN CLINICAL AND FIELD TESTS 

1. All human subjects were volunteers; all were told they would be given a 
compound and. . in eenc^a^ . what they might expect and the duration of effects. 

In all field tests adequate numbers of controls (without drug) were part of 
the program. 

2. The normal procedure of signing a statement of willingness to participate 
before a witness was carried out on the clinical program. In the group trials, 
this procedure wss accomplished by the unit. 

3. Extensive physical and psychological tests, including predictive personality 
indexes, were employed througt. In addition, specific psychological tests such 
as l&Quarrle Mechanical Ability, reading tests, arithmetic tests, drawing and 
picture teats were employed. The physical examination, history, clinical examina- 
tion, and clinical laboratory studies, both before and after teats, were stand- 
ardized from the onset of clinical testing. Psychiatric interviews and total 
review of each subject were made before they were allowed to go on teat. 

4. Followup procedures to determine that there were no residual affects of the 
drug wera Instituted. These were reviewed by a Committee of the National 
Academy of Sciences for the Surgeon Cenerel in 1973. There was no recowendatlon 
that further followup programs would be cf any value. 

5. The laboratory methods for identification of the material, the clinical 
diagnosis of the individual who might be poisoned, the treatment of the indi- 
vidual, and the problems of mass casualty handling wera all a part of the program. 
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Senator Kennedy. We want to thank you very much for coming. 
It has really been amazing that you are prepared to talk in such 
detail about various programs that have been going on from 1967 to 
the present. That was the nature of our inquiry to tne Department of 
Defense. They w’ere very unresponsive in terms of answering that. 

You have been very forthright in terms of time, numbers, people, 
and figures, and have* indicated that you have supplied reports to the 
Surgeon General, so it mystifies me why they were so reluctant to 
comment on what you have been quite willing and prepared to com- 
ment upon this morning. 

I think you understand our primary interest is in the area of 
notification and consent, supervision and followup on these matters, 
and I think your willingness to work with the Commission on Human 
Rights and Subjects is extremely helpful and useful in the kinds of 
consent programs and notification, so that, at any time in the future, 
where the Department of Defense js involved, I am going to, as I 
mentioned to you, ask the Commission itself if they will work with 
you in the development of protocols to insure that kind of notification, 
because, quite clearly, the ones that you do have, I feel, are inadequate. 

Just before we recessed the hearing, there was a part of Mr. Abiard’s 
testimony that I will read. It appears on page 16, when he said: 

In view of the results of the clinical experimentation at Edge wood Arsenal 
and recognition of the limited capability to structure realistic Interrogation situa- 
tions in the laboratory environment using volunteers, the proposal was sub- 
mitted by the U.S. Army Intelligence Center in coordination with the Chemical 
Warfare Laboratory to conduct field experimentation — this Is now referring to 
LSD — in conjunction with actual interrogation situations. 

This proposal was approved by the Army’s Assistant Chief of Staff for Intelli- 
gence and subsequently two series of field tests were conducted. 

Do you know anything about that ? 

Dr. Sim. Sir, as I say, the only part of this that we provided was 
some local support, and I think they have given all this to another 
committee, and I am not privy to it. 

Senator Kennedy. I have asked the Department of Defense for an 
explanation, and they have said this was classified information, but 
they would discuss this matter with the committee members this after- 
noon at 3 o’clock. 

So we are going to recess until 3 o’clock and listen to the explanation 
in executive session to the two series of field teste being conducted. 

I think it is very important to us to find out about that matter. 

The subcommittee stands in recess. 

(Whereupon, at 11 :45 a.m., the subcommittee adjourned.) 



BIOMEDICAL AND BEHAVIORAL RESEARCH, 1975 

Human- Use Experimental Programs of the Department 
of Defense and Central Intelligence Agency 


FRIDAY, NOVEMBER 7, 1075 

U.S. Senate, 

Subcommittee on Health or the 
Committee on Labor and Public Welfare, 

Subcommittee on Administrative Practice and 

Procedure or the Committee on the Judiciary, 

Washington, D.G. 

The subcommittees met at 9 :45 a.m., in room 4232 Dirksen Senate 
Office Building, Hon. Edward M. Kennedy (chairman of the sub- 
committees) , presiding. 

Present: Senators Kennedy, Schweiker, Javits, and Beall. 

Staff members present: LeRoy Goldman, professional staff mem- 
ber; Walter J. Sheridan, chief investigator; Jay B. Cutler, minority 
counsel ; Lawrence Horowitz, consultant, Thomas M. Susman. chief 
counsel ; James Michie, investigator. 

~ Senator Kennedy. The subcommittees will come to order. 

Today, the Health Subcommittee and the Subcommittee on Admin- 
istrative Practice and Procedure resume their legislative and investi- 
gative inquiry into the human-use experimentation activities of the 
Department of Defense [DOD] and the Central Intelligence Agency 
[CIA]. 

The Rockefeller Commission Report, the LSD experiments of 
the 1950’s and 1960’s, the experiments we will hear about today, all 
raise profound auestions about the record of these two vital agencies 
in protecting tne rights of human subjects of biomedical and 
behavioral research. 

The issue here is not one of national security .. There is no ques- 
tioning of the need for secret research. The issue is the protection of 
human beings who are used as subjects of that secret research. 

This Nation is founded on the principles of individual liberty 
and freedom. In this country, we do not sacrifice individual rights 
for any “greater good.” Enas do not, never have, and never will, 
justify the means. 

The goal of the subcommittees is not to weaken the Department 
of Defense and the Central Intelligence Agency. These agencies are 
weakened when they lose the respect and confidence of the American 
people. Nothing dissipates their trust more than the spectacle of 
secret agencies operating unchecked, with no accountability, and with 
a contemptuous disregard for individual rights. 
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Our goal is to strengthen these two agencies — to restore the trust 
and confidence of the American people in them. We can do that by 
developing institutional safeguards that protect the individual and 

E lace the agencies within the tradition of Government checks and 
alances. 

S. 2515 is intended to accomplish these objectives. Its goal is to 
afford equal protection to all human subjects of biomedical and be- 
havioral research — regardless of the source of funding. 

At this point I order a copy of S. 2515 printed in the record. 

[The bill referred to follows:] 



Wtii CONGRESS 
1st Semiion 


S. 2515 


IN TIIK SENATE OF THE UNITED STATES 

October 0 (legislative day, September 11), 1975 

Mr. Kennedy (for himself, Mr. Javitk, ami Mr. Schweikkk) introduced the 
following bill; which was read twice ami referred to I lie Committee on 
Lnbor and Public Welfare 


A BILL 

To amend the Public Health Service Act to establish the I ’resi- 
dent's Commission for the protection of human subjects 
involved in biomedical and behavioral research, and/or other 
purjioses. 

1 Be it enacted by the Senate and House of Heprescnta- 

2 fires of the United States of America in Congress assembled, 

3 That this Act may he cited ns the “President’s Commission 

4 for the Protection of Human Subjects of Biomedical and 

5 Behavioral Research Act of 1975”. 

6 AMENDMENT TO THE PCHLIC HEALTH SERVICE ACT 

7 Sec. 2. Title IV of the I’uhlic Health Service Act is 

8 amended by inserting the following new part at the end 

9 thereof : 



234 


2 

1 “Part —Protection of Human Subjects 

2 “establishment of commission 

3 “Six:. 4K1. (a) There is established a Commission to 

4 he known ns the President’s Commission for the Protection 

5 of Human Subjects of Biomedical and Behavioral Keseareh 
(> (hereinafter in this title referred to as the ‘Commission’). 

7 The Commission shall lie composed of — 

8 “ ( 1 ) four Members of the Senate appointed by the 

9 President of the Senate; and 

JO “(2) four A! embers of the House of Representatives 

11 - appointed by the Speaker of the House of Representa- 

12 lives; and 

13 “(•!) the Secretary of the Department of Health, 

14 Education, and Welfare, the Secretary of Defense, the 

15 Director of the Central Intelligence Agency, and the 

1G Administrator of the Veteran’s Administration; and 

17 “ (4) eleven members appointed by the President of 

18 the United States with the advice and consent of the 

19 Senate. 

20 The President shall select members of the Commission under 

21 paragraph (4) from individuals distinguished in the fields 

22 of medicine, law, ethics, theology, the biological, physical, 

23 liehavioral and social sciences, philosophy, humanities, health 

24 administration, government, and public affairs; but five (and 

25 not more than five) of the members of the Commission shall 
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3 

1 be individuals who are or who have been engaged in bio- 

2 medical or behavioral research involving human subjects. 

3 Until such time ns the President acts to appoint members 

4 of the National Commission for the Protection of Human 

5 Subjects of Biomedical and Behavioral Research are deemed 
G members of the Commission ns of the date of enactment of 

7 this Act. 

8 “(h) The term of office of each member of the Board 

9 shall he four years; except that. (I) any member appointed 

10 to fill a vacancy occurring prior to the expiration of the term 

11 for which his predecessor was appointed shall be appointed 

12 for the remainder of such term; (2) the terms of office of 

13 memltcrs first taking office shall begin on the date of nppoint- 

14 ment and shall expire, ns designated at the time of their 

15 appointment, four at the end of one year, four at the end of 

16 two years, and three at the end of four years; and (3) n 

17 member whose term has expired may serve until his successor 

18 has qualified. 

19 “ (c) The President shall designate one of the members 

20 of the Commission ns Chairman, and one as Vice Chairman. 

21 Seven members of the Commission shall constitute a quorum, 

22 but a lesser number may conduct hearings. Those members 

23 appointed under paragraphs (1), (2), and (3) of section 

24 481 (a) shall be nonvoting members and shall not be con- 

25 sidered in constituting a quorum. 

70*026 0 - 76 - 16 
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1 "(d) Members ~of (be Commission who are Members of 

2 Congress or full-time officers or employees of the United 

3 States shall serve without additional compensation hut shall 

4 be reimbursed for travel, subsistence, and other necessary 

5 expenses incurred in the performance of the duties vested in 

6 the Commission. Members of the Commission from private 

7 life shall receive $100 per diem while engaged in the actual 

8 performance of the duties vested in the Commission, plus 

9 reimbursement for travel subsistence and other necessary 

10 expenses incurred in the performance of such duties. 

11 “ (e) The Commission shall meet at the call of the 

12 Chairman or at the call of a majority of the members thereof. 

13 "(f) (1) The Commission shall have the power to ap- 

14 point and fix the compensation of such personnel as it deems 

15 advisable, without regard to the provisions of title 5, United 

16 Sta t es C ode, governing appointments in the competitive serv- 

17 ice, and the provisions of chapter 51 and subchapter III of 

18 chapter 53 of such title, relating to classification and Gcn- 

19 oral Schedule pay rates. 

20 " (2) The Commission may procure, in accordance with 

21 the provisions of section 3109 of title 5, United States Code, 

22 the temporary or intermittent services of experts 'or con- 

23 sultants. Iversons so employed shall receive compensation at 

24 a rate to be fixed by the Commission, but not in excess of 

25 $100 per diem, including traveltime. While away from his 
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1 home or regular place of business in the performance of serv- 

2 ices for the Commission, nnv such person may he allowed 

3 travel expenses, including per diem in lieu of subsistence, as 

4 authorized by section 5703 (b) of title 5, 1'nited States Code, 

5 for persons in the Government service employed intermit- 
G tently. 

7 “ (g) The Commission may secure directly from any 

8 department or agency of the United States information nce- 

9 cssary to enable it to carry out its duties. I’pon request of 

10 the Chairman of the Commission, each and every agency or 

11 department of the I'nitcd States shall furnish all information 

12 requested by the Commission which is necessary to enable 

13 it to carry out its duties. If any information so requested has 

14 been deemed to be classified for any purpose (including na- 

15 tional security) by such agency or department, such infor- 

16 mation shall be furnished to the Special Classified Infor- 

17 mation Committee of the Commission (hereinafter in this 

18 section referred to as the ‘Special Committee’), which shall 

19 lie composed of those members of the Commission who are 

20 appointed under paragraphs (1), (2), and (3) of section 

21 481 (a) . Eight members of the Special Committee shall con- 

22 stitute a quorum, but a lesser number may conduct hearings. 

23 By a majority decision of the Special Committee, such in- 

24 formation shall be disclosed without regard to the sensitivity 

25 of such information to the full Commission upon a finding by 



238 


1 

2 


3 


4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 
1G 

17 

18 

19 

20 
21 
22 

23 

24 


the Special Committee that there is or will be an adverse 
impact upon the protection of human subjects of research. 
“commission duties 

“Sec. 482. (a) The Commission shall carry out the 
following: 

“(1) (A) The Commission shall'' (i) conduct a com- 
prehensive investigation and study to identify the basic ethi- 
cal principles which should underlie the conduct of biomedicul 
and behavioral research involving human subjects, (ii) de- 
velop guidelines which should be followed in such research 
to assure that it is conducted in accordance with such princi- 
ples, and (in) make recommendations to the appropriate 
agency or department for such administrative actiun us may 
be appropriate to apply such guidelines to biomedical and be- 
havioral research conducted or supported under programs 
administered by the appropriate agency or department, and 
concerning any other matter pertaining to the protection of 
human subjects of biomedical and behavioral research. 

“(11) In carrying out suhparagrnpji (A), the Commis- 
sion shall consider at least the following : 

“(i) The boundaries between biomedical or be- 
havioral research involving human subjects and the 
accepted and routine practice of medicine. 

“ (ii) The role of assessment of risk-benefit criteria 
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1 in l lie determination of the appropriateness of research 

2 involving Inininn subjects. 

3 “(iii) Appropriate guidelines for llie selection of 

4 human .subjects for participation in bioiuediuil and lie* 

5 Imvioral resenreh. 

G “ (iv) Tile nature and definition of informed con- 

7 sent in various research settings. 

8 " ( v ) Mechanisms for evaluating and monitoring the 

1) performance of Institutional lleview Hoards established 

10 in accordance with section 474 of this Act and appro- 

11 priate enforcement mechanisms for carrying out their 

12 decisions. 

13 "(C) The Commission shall consider the apprnpriatc- 

14 ness of applying the principles and guidelines identified and 

15 developed under subparagraph (A) to the delivery of health 
1G services to patients under programs conducted or supported 

17 by the Secretary of Health, Education, and Welfare, and 

18 shall review and suggest the ethical, social, and legal impli- 

19 cations of all biomedical and behavioral research on human 

20 subjects conducted by and through any Federal agency (in- 

21 eluding contractors) for which any Federal funds are to be 

22 appropriated. 

23 “(2) The Commission shall identify the requirements 

24 for informed consent to participation in biomedical and l»e- 
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1 hnviornl research by children, prisoners, military personnel, 

2 and the institutionalized mentally infirm. The Commission 

3 shall investigate and study biomedical and behavioral rc* 

4 search conducted or supported under programs administered 

5 hy the Secretary and involving children, prisoners, military 

6 personnel, and the institutionalized mentally infirm to de- 

7 termine the nature of the consent obtained from such per- 

8 sons or their legal representatives before such persons were 
0 involved in such research; the adequacy of the iuforma- 

10 tion given them respecting the nuturc and purpose of the 

11 research, procedures to be used, risks and discomforts, an- 

12 ticipated benefits from the research, and other matters neces- 

13 sary for informed consent; und the competence aud the free- 

14 dom of the persons to make a choice for or against involve- 

15 ment in such research. On the basis of such investigation and 

16 study, the Commission shall make such recommendations to 

17 any department or agency of the United States as it deter- 

18 mines appropriate to assure that biomedical and behavioral 

19 research conducted hy or supported under the appropriate 

20 department or agency of the United States meets the require- 

21 ments respecting informed consent identified by the Commis- 

22 sion. For purposes of this paragraph, the term ‘children’ 

23 means individuals who have not attained the legal age of 

24 eonsent to participate in research as determined under the 

25 applicable law of the jurisdiction in which the research is to 



1 Ik* concluded ; I lie term ‘prisoner’ means individuals invohm- 

2 tarily confined in correctional institutions or facilities (as de- 

3 fined in section (SOI of the Omnibus Crime Control mid Safe 

4 Streets Act of 1968 (43 l\S.C. 3781) ) ; and the term ‘in* 

5 atitutionnlized mentally infirm’ includes individuals who are 

6 mentally ill, mentally retarded, emotionally disturbed, psy- 

7 cholic, or senile, or who have other impairments of a similar 

8 nature nnd who reside as patients in an institution; the term 

9 ‘military personnel’ means individuals who are active nnd in- 

10 active members of the United States Armed Forces, vet- 

11 emits of the I'nited States Armed Forces, nnd employees and 

12 agents of the Central Intelligence Agency. 

13 “(3) The Commission shall conduct an investigation 
nnd study of the use of psychosurgery in the United States 

15 during the five-year period ending December 31, 1972. The 
Commission shall determine the appropriateness of its use, 
evaluate the need for it, and recommend to the Secretary 

18 jHilicies defining the circumstances (if any) under which its 

19 use may be appropriate. For purposes of this paragraph, the 

20 term ‘psychosurgery’ means brain surgery on (1) normal 

21 braiu tissue of an individual who does not suffer from any 

22 physical disease for the purpose of changing or controlling 

23 the behavior or emotions of such individual, or (2) diseased 

24 brain tissue of nn individual, if the sole object of the per- 

25 fonnance of such surgery is to control, change, or affect any 
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j behavioral or (‘motional disturbance of such individual. Such 

2 term docs not include brain surgery designed to cure 

3 or ameliorate the effects of epilepsy and electric shock 

4 treatments. 

5 “si’KClAI, STUDY 

(j “Shu. 483 . The Commission shall undertake a eompre- 

7 hensivc study of the ethical, social, and legal implications 

8 of advances in biomedical and behavioral research and 

9 technology. Such study shall include— 

JO “ ( 1 ) an analysis and evaluation of scientific and 

11 technolognal advances in past, present, and projected 

12 biomedical and behavioral research and services; 

13 “(2) an analyst and evaluation of the implications 

14 of such advances, both for individuals and for society ; 

Iff “ ( 3 ) an analysis and evaluation of laws and moral 

16 and ethical principles governing the use of technolog}' in 

17 medical practice; 

18 “( 4 ) an analysis and evaluation of public under- 

19 stauding of and attitudes toward such implications and 

20 laws and principles ; and 

21 " ( 5 ) an analysis and evaluation of implications for 

22 public policy of such findings as are made by the Com- 

23 mission with respect to advances in biomedical and 
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1 behavioral research nml technology and public attitudes 

2 toward such advances. 

3 “AI»t I X I8TBATIVH PROVISIONS 

4 “Sk<\ 484. (a) The Coiniuissiou may for the purpose 

5 of carrying out its duties hold such hearings, sit uud act at 

6 such times and places, take such testimony, and receive such 

7 evidence as the Commission deems advisable. 

8 “(b) Within sixty days of the receipt of any recom- 

9 mendution made by the Commission under section 482, the 

10 .appropriate department or agency of the United States shall 

11 publish it iu the Federal Register and provide opportunity 

12 for interested persons to submit written data, views, and 

13 arguments with respect to such recommendation. The appro- 

14 priote department or agency of the United States shall 

15 ( 1 ) determine whether the administrative action proposed by 

16 such recommendation is appropriate to assure the protection 
11 of human subjects of biomedical and behavioral research con- 

18 ducted or supported under programs administered by it, and 

19 (2) if it determines that such action is uot so appropriate, 

20 publish in the Federal Register such determination together 

21 with an adequate statement of the reasons for its determina- 

22 tion. If the appropriate department or agency of the United 

23 States determines that administrative action recommended by 
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1 llio Commission should he undertaken hy it, it shall undcr- 

2 take sueh action as expeditiously as is feasible. 

:t “authority to contract 

4 “Stic. 485. The Commission may contract for the study 

5 and design of mechanisms to he included in such recommcn- 
G dations. 

7 “THAN8I-KK OF FUNCTIONS 

8 “»Skc. 480. The functions, |M»\vers, and duties of the 

9 Xational Commission for the Protection of Human Subjects 

10 of Biomedical and Behavioral Research (88 Ktat. 348-351) 

11 shall Ih* transferred to the Commission.”. 

12 MISCELLANEOUS 

13 Stir. 3. (a) Part A of title II of the Xational Research 

34 Act (42 U.S.C. 2891 ) is repealed. 

35 (h) Sections 211 and 213 of the National Research Act 
1G are repealed. 


) 



Senator Kennedy. Before we begin taking testimony this morning, 
I feel compelled to raise some procedural issues. These subcommittees 
have had an extraordinarily difficult time in obtaining material from 
the CIA. Much of the material we have obtained has been classified. 
We have struggled to get the bulk of that material declassified. 

We are not interested in compromising national security. We were 
willing to delete all names of projects and individuals, all references 
to operational programs. We were interested only in experimentation 
with human subjects— both witting and unwitting. 

Much of what was known about such experiments was destroyed 
in 1973. What is left is classified. What little has been declassified is 
inconsistent with what the Agency refuses to declassify. 

I believe the American people need to know how difficult it is to 
find the truth about the workings of these two particular Agencies. 
In the case of CIA, most records weie destroyed; no individuals in 
the Agency can remember what happened; reports done at the time 
by the Inspector General remain classified. 

Most of what is classified is tremendously embarrassing to the 
Agency. But embarrassment is not a valid ground for classification. 
These subcommittees will explore every possible avenue to seek 
complete declassification. In this way, and only in this way, can we 
learn the truth about our past. I believe such knowledge is essential 
for the protection of our liberty in the future. 

Senator Schweiker. 

Senator Schweiker. Thank you, Mr. Chairman. 

Mr. Chairman, this morning the Senate Health Subcommittee and 
the Senate Administrative Practice Subcommittee will be continu- 
ing a study of human experimentation practices by the CIA and the 
Defense Department. I am deeply concerned about the practices in 
this area which the Senate Select Committee on Intelligence Activi- 
ties and these subcommittees have discovered. 

For the past 9 months, my colleagues and I on the Senate Select 
Committee on Intelligence Activities have been studying the CIA 
and the intelligence activities of other governmental agencies, includ- 
ing the Defense Department. Much of this time, too much of the 
time I believe, has been spent behind closed doors, but this was the 
result of the Senate Select Committee’s real concern that the inquiry 
not damage our vital intelligence agencies and the country’s national 
security. 

But the subject of this hearing — human experimentation by CIA 
and Defense — demands to be heard by the public. Human experimen- 
tation is no different if it is funded by the CIA or by HEW. The 
symptoms which the victims of such testing faced, often for years 
and years, were no less terrifying because a military intelligence 
agency was responsible rather than the FDA. 

These hearings by the Health and Administrative Practices Sub- 
committees have, and will, serve a valuable purpose. First, they have 
allowed us to hear from those victims whose voices are lost in the 
pallid governmental reports on these activities. Second, they help 
ensure that those victims, and others, will be located by the agencies 
responsible, and guaranteed the appropriate treatment for any condi- 
tion resulting from these experiments. 

Today’s hearing provides an opportunity to determine what 



246 


V 


happened and who authorized it, not an easy thing in the CIA. 
Finally, and most importantly, this hearing encourages discussion 
of how to prevent such massive abuse of individual rights in the 
future. Through these hearings, we can search for ways to prevent 
our conscience from being overrun by our invention. 

I believe that one step in that process is to extend the jurisdiction 
of the National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research to cover all Government 
agencies. Extension of the Commission’s authority would reduce the 
secrecy and compartmentation which the Senate Select Committee 
on Intelligence Activities has found in these agencies. It would 
foster accountability, replacing the system of plausible denial with 
one of “acknowledged responsibility.” And, above all, it would mean 
that all Government agencies involved in human experimentation 
would have to conform to the same high ethical standards which 
we now demand from only a few. 

Mr. Chairman, at one or the Senate Select Committee’s sessions, a 
witness suggested that because of the needs of national security, the 
same rules and laws which apply to the rest of the Government 
should not apply to the intelligence community. I cannot accept this. 
In an area such as human experimentation, we can allow nothing 
short of the highest ethical standards. We cannot allow a false 
national security to be purchased at the price of human life or 
human misery. 

Senator Kennedy. Thank you, Senator Schweiker. 

Senator Javits. 

Senator Javits. Mr. Chairman, I wish to express my great satis- 
faction that this work has been undertaken by the Subcommittees, 
with Senator Kennedy and the ranking member, Senator Schweiker 
of the Health Subcommittee, taking such a leading position. 

It started with me well over 10 years ago on the Senate floor and 
then went to the Food and Drug Act relating to the rights of persons 
who are being experimented upon. 

I believe that it should be a matter of great confidence to the 
American people that this committee, notwithstanding the tradition 
built around the idea of fine intelligence, and the necessity for 
security of the country, that it is being dealt with very expertly 
and wisely, a matter not to be compromised, while the basic human 
rights involved are being sought to be protected by the bill which 
we have all joined in introducing, S. 2615. 

As the ranking member of the Committee on Labor and Public 
Welfare, I would like to assure my colleagues that I will give them 
every support and every cooperation this morning in dispelling the 
blanket of secrecy and the other actions, including action on the bill 
which seems to be essential to the public interest. 

Senator Kennedy. Thank you very much, Senator Javits. 

T would like to welcome our first panel of witnesses this morning: 
Dr. Harris Isbell of Eastland, Tex. ; Mr. James H. Childs of Wash- 
ington, D.C.; and Mr. Edward M. Flowers of Seabrook, Md. 

Do you swear the testimony you are about to give will be the truth, 
the whole truth and nothing but the truth, so help you, God! 

[The witnesses answered affirmatively.] 
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Senator Kennedy. We want to thank Dr. Isbell, Mr. Childs, and 
Mr. Flowers very much for their willingness to appear here this 
morning. We appreciate your cooperation. 

I think you understand the purpose of our hearing. We have at the 
present time a Commission which was established ior the protection 
of human subjects. The Commission is in the process of drafting 


guidelines in terms of ensuring that anyone who is the subject of 
research is going to have full knowledge and understanding of 
the nature of any of the drugs that that person is going to be 
taking, and that there will be adequate medical protection during the 
experiment, and that there will be adequate followup protection. 

This is really what we are attempting to do. We recognize that 
such research m this area is necessary and must continue. But we 
just want to make sure that those people who are going to be partici- 
pating in any of these research programs are going to be given 
adequate protection of their rights and health as well. 

We have seen over aperiod of time where in many instances this 
has not been the case. This is the area that our legislation is directed 
toward ; to assure that the research that is being done or supported 
by the Defense Department and the CIA is going to provide adequate 
safeguards for people who are subjects of experimentation. 

What we are trying to assess now in terms of justifying legislation 
is whether there is a real need for it, because one should not pass 


safeguards for people who are subjects of experimentation. 

What we are trying to assess now in terms of justifying legislation 
is whether there is a real need for it, because one should not pass 
laws unless there is a need. 

In our studies we have found in many instances in the past, in 
those research programs which have been sponsored by the Defense 
Department or the CIA, that those programs did not provide the 
kinds of protection necessary. 

These research programs go back many years — but because much 
of the information regarding CIA research was destroyed — we are 
attempting to learn from individuals such as yourselves what the 

E attern has been in the past so that we can protect people in the 
ature — and this is really why we are here, because we are interested 
in the future. 

We are interested in this element only. We are interested in investi- 
gating the CIA and DOD only with respect to their being able to 
assure that any time they perform or fund research involving human 
subjects, that these subjects are adequately protected. 

We know that you have had some experience in your own past 
where you participated in various experiments. What we would 
really like to hear from you in your own words is how this came 
about, what you remember about the particular testing program, and 
what medical followup took place afterwards. 

I will just ask you a few questions and ask you to respond to 
those to the best of your ability and to the best of your recollection. 

I know this is probably the first time you have appeared before 
a committee of the Congress, but we want you to understand that 
hopefully, as a result of these hearings today, we can ensure that 
all Americans are going to have notice as to what is happening to 
them in any kind of drug testing program, and that they are going 
to get the best in terms of medical supervision while the program is 
taking place, and also that there will be adequate medical followup. 
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So I hope you have some idea of the purpose of this hearing. We 
want you to feel relaxed, and we want you to know you are among 
friends here, and we are very appreciative that you are willing to 
share your experiences with us. 

I will start with Mr. Childs, if I may. I would like, if you could, 
Mr. Childs, to tell us when you were at the Lexington Rehabilitation 
Center. 

8TATEMENT OF DR. HARRIS ISBELL, RESEARCHER IN DRUG 

AREA, EASTLAND, TEX.; JAMES H. CHILDS, WASHINGTON, D.C.; 

AND EDWARD H. FLOWERS, 8EABR00K, MD.; A PANEL 

Mr. Childs. I was sentenced to Lexington, Ky., in June 1951, for 
use of narcotics. I arrived in Lexington about June, somewhere in 
the latter part of June. I had been in jail for approximately 6 or 7 
months before going to Lexington. 

After I got down there, I went to L section. That is where they 
keep the people who just came in. 

Senator Kennedy. Can you tell us how you became involved in the 
program ? 

Mr. Childs. I heard about research, that they were giving you 
tests and were paying off with drugs. I wanted that, you know, 
because, having 16 months to 4 years, I wanted to get in on this. 

Upon going down to apply for research, they examined you, saw 
whether you were physically fit or not. Age limit was also, you know, 
mandatory, that you lie of age. 

Senator Kennedy. If I may, let me just see if I understand you. 

You were in the Lexington center to be rehabilitated because you 
had used drugs, as I understand; is that correct? 

Mr. Childs. That is correct. 

Senator Kennedy. So you were down at the Rehabilitation center, 
and while you were at the center you heard that there was a drug 
testing program and you wanted to participate in that drug testing 
program, is that correct? 

Mr. Childs. That is correct. 

Senator Kennedy. Why did you want to participate? 

I think you just told us, but I am not sure we all heard. 

Mr. Childs. I wanted to participate in it because after the testing 
and some time on the testing, they gave you some kind of drug — 
some drugs called morphine, some other drugs called 10820 — I do 
not know what it was. All I know is that it made you high. 

Senator Kennedy. Was one of the reasons, or was the primary 
reason .why you participated in the drug testing program so that you 
could get other drugs after you completed 4he tests? 

Mr. Childs. Yes. That was the payoff. 

Senator Kennedy. That was the payoff? 

Mr. Childs. After completing the tests, you got so many milli- 
grams of morphine, if you liked it, or either 10820. I do not know 
what it was. I did not care. It made you high. 

Senator Kennedy. So you participated. 

Did you know what drugs you were taking at the time you were 
participating in the program? 



Mr. Childs. No, I did not know. They said it would not kill me. 

Senator Kennedy. You did not know or care? 

Mr. Childs. They said it would not kill you, and you had to sign 
a piece of paper — that was the strange part about it, you know — if 
anything happened to you, they were not responsible for it. 

Senator Schweikeh. So you volunteered for this program to get 
these drug payoffs. Is that what you are telling us? 

Mr. Childs. Yes. 

Senator Schweikeb. Did you know ahead of time that that is 
what you would get if you volunteered? 

Mr. Childs. Yes. 

I got it through the grapevine, and also when I went down to 
sign up, they tola you also, “You get your payoff upon completion of 
the tests.” 

Senator Javits. May I have one followup question. 

You were there in connection with drug use, were you not, in 
order to get free of drugs? 

Mr. Childs. Yea I was there for rehabilitation, you know, to get 
rid of the drug addiction. 

Senator Kennedy. Yet your testimony is that they gave you more 
drugs after they completed these tests on you? 

Mr. Childs. Yes, they were going to give me some more drugs, 
which the drug they had given me made me sick. They were giving 
most of the drugs to make me well. 

Senator Kennedy. Do you know whether they gave you LSD? 

Mr. Childs. At that time, I did not know LSD from anything else. 

Senator Kennedy. Do you know now whether they gave you LSD? 

Mr. Chhds. I do not think they did, but I was down in research — 
I came down there so often, and I saw these little rooms, you know, 
which had beds in them, and they had mattresses on the floor, and 
these people were down there, you know, in these rooms. 

I did not know who they were, but I know that they told me 
things, things that they had seen — elephants on the wall, they could 
see the bones in their hands, they could see their brains — and I 
thought they were crazy, you know. 

Senator Kennedy. Wno told you that they could see elephants on 
the wall? 

Mr. Childs. They were other — well, patients, I guess you would 
call them. 

Senator Kennzdy. Do you know what drugs they were given? 

Do you know if they were given LSD? 

Mr. Childs. Some of them were saying that they had these graham 
crackers. They ate these graham crackers. 

Senator Kennedy. Graham crackers are not going to have you 
seeing elephants on the wall. 

Mr. Chiids. I do not know what was in those graham crackers. 
[Laughter] 

But these graham crackers seemed to make them see things, and 
they would tell me that the.y_ could see the bones in their hands and 
they could see their brains, and they could see the bones in their feet 
ana what-not. 

I would look at them and think they were crazv. I did not see 
anything like that. But they would constantly say these things. 
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But I did not know it was LSB=— I did not know anything about 
LSD in those years. At that time, I do not think there was anything 
said about that, to my knowledge. 

Senator Kennedy. And after they completed the testing on you, 
did they give you any drugs? 

Mr. Childs. They gave me drugs sometime; they gave me some 
morphine. You know, they have a bank, like you maybe have 30, 
40 milligrams on completion of a test, and when you would go 
down there, you knock on this little door, and the guy would look 
out, and he would recognize you, and I would go there and say I 
want 15 milligrams. He would, say, “Where do you want it? In your 
arm, your skin or in your vein?’’ 

Mostly all drug addicts like it in their veins, so I would tell him 
to hit me in the veins, and I would get high and walk the halls. 

Everybody did. Everybody that was on research. They got the 
payoff of the drug. 

Senator Schweiker. How often did they shoot you up? 

Mr. Childs. You could go down there in the morning, you know, 
and you could go back in the evening, and you could go back in 
the night. 

Senator Schweiker. You could get shot three times a day if you 
wanted it? 

Mr. Childs. If you had that much in the bank. If you had 40 
milligrams in there. I think the highest dosage they would give you 
would be 20 milligrams, you know, but you could get 10 milligrams, 
15, but you could not get it all at one time. You could not get over, 
at one time, 20 milligrams. 

Senator Schweiker. And you got it in the bank by going through 
these tests in a certain period of time? 

You had so many milligrams in the bank, is that right? 

Mr. Childs. Right. 

Senator Schweiker. Approximately how long were you on these 
tests? 

Mr. Childs. I was on the tests, I guess, about 60 days, until the 
doctor told me not to be on those tests, in working with her, so they 
took me off the tests. 

Senator Kennedy. Mr. Flowers, do I understand correctly that you 
ate some of those graham crackers? 

Mr. Flowers. Yes. 

- Senator Kennedy. Were you at this same rehabilitation center in 
Lexington? 

Mr. Flowers. I was at the same center. 

Senator Kennedy. How old were you at that time? 

Mr. Flowers. At that particular time I was 19 years old. 

— Senator Kennedy. Did you participate in this drug testing pro- 
gram? 

Mr. Flowers. I did. 

Senator Kennedy. Why did you participate? 

Mr. Flowers. For the simple reason that there were some drugs, 
and I wanted them at that pa rtic ular time because the frame of mind 
and everything else that I was in, and I heard about it before I even 
got there. 
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One of the things I did do, I lied about my age, because I rec- 
ognized that in order to get on that particular program you had to 
be a certain age. 

Senator Kennedy. What age, do you remember! 

Mr. Flowers. I think you had to be over 21. 

The graham cracker situation was — and at that particular time, 

I was not aware of LSD, I did not know what LSD and all that kind 
of stuff was — but, at the same time, because of my awareness of a 
lot of other things, and the symptoms and everything else, I would 
be inclined to believe it was LSD or some kind of hallucinogenic 
drug. 

It was a graham cracker that they administered to you, and the 
symptoms were hallucinogenic. If I recall the state I was in, I was 
pretty much out of touch with the here and now, and the kind of 
fantasies that they related seeing, it is very true that was the effect 
it did have on me. 

Senator Schweiker. How long were you in the program! 

Mr. Flowers. I was in there for about a month. 

Senator Schweiker. How many times did you 

Senator Kennedy. Did you eat graham crackers! 

Mr. Flowers. I ate graham crackers once. It was not administered 
to me through the channel of doctors and what-not; it was another 
individual who had received it who I had gotten it from. 

Senator Kennedy. Then what happened after that! 

Did you get a payoff in drugs as well! 

Mr. Flowers. The payoff was in drugs. The payoff not only was 
in drugs, but it was in time. They had a choice of earnings days, a 
certain amount of days each month on the time that you were doing, 
or you could be paid off in narcotics. 

I chose narcotics because, at that particular time, my whole reason 
for going into the pr ogra m was just to get some drugs. 

Senator Kennedy. What did most of the other patients choose, 
narcotics or time off! 

Mr. Flowers. I would say the majority would choose narcotics. 
You were dealing with drug addicts. I mean, that is-what they 
wanted. 

Senator Schweiker. So the people that were being offered these 
drugs for services rendered were mostly addicts already, is that 
correct! 

Mr. Flowers. Everyone that I know. 

Senator Schweiker. So they really did not have any choice! 

Mr. Flowers. I would say that. 

Senator Schweiker. They gave you a choice, but you really had 
no choice. You had the habit, and the Government was hooking. 

Senator Kennedy. Tell me how long you were there at the re- 
habilitation center in Lexington! 

Mr. Flowers. I was there for close to 2 years. I had a sentence of 
2 years in and 2 years out 

Senator Kennedy. Tell us a little bit about what you do now, Mr. 
Flowers. 

Mr. Flowers. At this particular time I am Assistant Director of 
Second Genesis, Incorporated. That is a rehabilitation and reeduca- 
tion program for ex-addicts, people with people problems. 
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Senator Kennedy. You are working in that now) 

Mr. Flowers. I am working. I have been working in that partic- 
ular field for cloee to 10 years now. 

Senator Kennedy. Whereabouts! 

Mr. Flowers. I work in the Alexandria area. 

Senator Schweiker. Do you recall how many people were with 
you in this program at the time! Would you give us an estimate! 

How many people were given the opportunity to get shot up if 
they had enough in the bank! 

Mr. Flowers. Would you rephrase that again! 

Senator Schweiker. How many other people that you knew about 
were participating! 

Mr. Flowers. At that particular time, I would say I knew about 
maybe 6 or 7 people who were participating in that particular pro- 
gram. 

Senator Schweiker. I can see now why the percentage of cure at 
Lexington may not have been too high. [Laughter.] 

Senator Kennedy. Dr. Isbell, we are glad to have you here. I 
understand that you have been a distinguished researcher for a num- 
ber of years in the area of drugs, hallucinogenic drugs, and that you 
are probably one of the leading authorities in the Nation on these 
particular types of drugs, and that you have done very, very im- 
portant and useful work in this area. 

I want you to understand that we appreciate your contributions 
in drug research and we are not interested at this time in looking 
back so much as we are in looking forward to the future. 

As I understand it, you now know that in terms of the development 
of this program, that it was funded initially by the CIA through 
the Navy, through the NIMH, and then to Lexington. 

Is that your understanding of the way this program was funded! 

Dr. Isbell. Yes, sir. 

Senator Schweiker. Did you know, Doctor, at the time that it was 
a CIA project, or did you believe at that point in time that it was 
an Office of Naval Research project! 

What was your understanding then! 

Dr. Isbell. The Office of Naval Research was involved before the 
CIA appeared, and that, I think, went from about 1951 to 1953. That 
particular thing had to do with synthetic substitutes for codeine. 

Codeine is a d rug e xt e nsiv e ly u se d f o r tr e atmen tof mild coughs 
and so on, and so, at this time, there was concern that we might lose 
our source of opium and, therefore, a shortage of morphine might 
develop. The Department was stockpiling opium, morphium, mid 
codeine. . 

So they presented a question to the Drug Addiction Committee of 
the National Research Council, asking about the adequacy of syn- 
thetic substitues for morphine and codeine. 

Perhaps I am drawing this out too long. In any case, there was 
a need to see if additional substitutes for codeine could be supplied. 

' I was asked if we could step up the testing of these codeine-type 
drugs. I said that it would be difficult because we were already doing 
as much as we could. 

Senator Kennedy. As I understand, Doctor, it was thought that 
there might be a shortage of these types of drugs for the military — 



pain killers — and your research, or at least part of your research, 
was for the development of some alternatives for commit conditions? 

Dr. Isbell. For codeine, not only for combat conditions but for 
civil defense as well. 

Senator Kennedy. I think that is an understandable and com- 
mendable proiect or program to try to achieve. 

Can you tell us a little bit about this program that was taking 
place in Lexington? 

Can you tell us what you remember about the safeguards that were 
in effect for the protection of human life? 

Dr. Isbell. The system at Lexington involved, first of all, getting 
a general consent. 

As was indicated here, some people just heard about the program. 
There was no active recruitment. 

They would come down and sign this general consent form. Then 
their records would be screened ror the ordinary things, such as age, 
number of times they had been treated, physical, and so on. 

Then they were sent over for further screening and for final ap- 
proval. Those that were approved then constituted a pool- of indi- 
viduals eligible to participate in research. Then, when you had a 
project, you would call them in, a number of men, and explain to 
them what was going to be done, and then they could accept or reject 
it. Also they were free to withdraw. 

The safeguards were that they were in the institutional setting, 
and that the work was carried out in a special ward with highly 
trained observers so that observations were made at periodic in- 
tervals. 

People were under care, and- we had all the facilities for any 
emergency that might come up. 

In addition to that, the men would be reexamined before they 
went on a specific drug, and finally they would become ineligible for 
research 6 months before their release. This was to allow time for 
rehabilitative treatment which was estimated would require about 
4 months. 

Senator Kennedy. During this period of time, were you in touch 
with the CIA people? 

Dr. Isbell. Not prior to 1953, sir. 

Senator Kennedy. But you were in contact with them about the 
nature of this research, were you not? 

Dr. IsBELL. Not prior to 1953. 

Senator Kennedy. After that? 

Dr. Isbell. After that; yes. In 1953, the CIA appeared. 

Senator Kennedy. So you knew during this period of time that 
this was being indirectly funded by the CIA? 

Dr. Isbell. Oh, yes. 

Senator Kennedy. To your knowledge, were the participants in 
these tests offered hard drugs such as morphine? 

Dr. Isbell. Yes; that was the custom in those days. Up until before 
1955. 

Senator Kennedy. Do you think that was justifiable? 

Dr. Isbell. Well, it was something that I inherited when I came 
to Lexington. It goes back a long way, and this is a situation, of 
course, that is very different from the way it is today. The ethical 
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codes were not so highly developed and there was a great need to 
know in order to protect the public in assessing the potential use of 
narcotics, a need to study these drugs, and to provide information to 
the Drug Addiction Committee, ana to make recommendations about 
the need for control of these drugs. So it was very necessary, and I 
personally think we did a very excellent job. 

Senator Schweiker. Doctor, you said the study was approved, as 
I understood it, by a division of the National Security Council ? 

Dr. Isbell. I did not hear you, sir. 

Senator Schweiker. You said a moment ago that this study was 
approved by what group of the National Security Council? 

Dr. Isbell. Not National Security Council, sir. 

Senator Schweiker. What was it? 

Dr. Isbell. The Drug Addiction Committee of the National Re- 
search Council. 

Senator Schweiker. Do you know offhand whether the FDA’s 
National Institute of Mental Health Committee would have approved 
it? 

What timeframe are we talking about here? What year? 

Dr. Isbell. I think we have been talking in general. I do not think 
we have come down on any specific drugs. 

After the time that we are talking about, the early 1950’s 

Senator Schweiker. My question is how long aid this program 
go on? 

Dr. Isbell. Which one program, sir? 

The entire program at the Research Center, or you mean the CIA 
timeframe! 

Senator Schweiker. The program that the Navy started and the 
CIA picked up. 

Dr. Isbell. That went on, as far as addiction-research was con- 
cerned, the Navy was involved in 1951-53. From 1953 until 1932. 

Senator Schweiker. Until about 1962? 

Dr. Isbell. Yes. 

Senator Schweiker. Do you know whether the FDA National 
Institute of Mental Health Committee approved the soundness of 
the project? 

In other words, was that mechanism in your structure or not? 

Dr. Isbell. No; it was not. The FDA regulations came later. I 
think they came in the late 1960’s. 

Senator Kennedy. Doctor, I want to thank you for your appear- 
ance. I think you have really put your finger on the reason for this 
kind of legislation. You pointed that it was an entirely different 
climate ana atmosphere in the period of the 1950’s. The cold war 
was very real, and so the protection for human subjects was at least, 
by today’s standards, heavily compromised. 

What we are attempting to do with this legislation is to establish 
adequate safeguards for human subjects of experimentation that will 
be enduring, no matter what the particular climate or atmosphere 
that this country may face in the future. 

That is really our objective here. That is why I think the legis- 
lation is so necessary. 

Senator Schweiker. Doctor, you said that you inherited this 
practice of trading drugs for people’s services. I just wonder what 





was the rationale that the people from whom you inherited this pro- 
gram gave as to justification for it. 

In other words, here we have a drug rehabilitation center where, 
hopefully, we send people to get rehabilitated, and just the contrary 
is Happening. You must havelieard some rationale from your prede- 
cessors, some reason as to why the purposes were being thwarted. 

What was the rationale that they passed on to you? 

Dr. Isbell. Well, the overriding consideration of the protection of 
the public. They had these new drugs coming in all the time, and 
they had to be evaluated to prevent them from getting out in general 
use without control. 

Senator Schweikeb, Protection of the public, did you say? 

Dr. Isbell. Yes. — 

Senator Schweikeb. In what way? 

Dr. Isbell. May I give you an example? Will that be all right? 

Back in the late 1930’s or early 1940’s, before I came on, the drug 
Demerol came on the market. This was the first synthetic narcotic. 
It could not be controlled by the narcotic laws at that time. 

Also, it was said that it was nonaddictive, and it was even adver- 
tised as being nonaddictive. So this drug was brought in and eval- 
uated and found to have addiction potentialities similar to morphine, 
using these methods that I had suggested. 

Congress then passed legislation to control this one drug. As time 
has gone on, the wisdom, the value of that determination about 
Demerol has been well supported. 

Senator Schweikeb. Perhaps I was not specific enough. I suppose 
that what I am trying to find out is, in lieu of paying your testing 
subjects money or time, as was mentioned here — to give them some 
time off — in lieu of that, what was the rationale for giving them 
drugs as opposed to giving them money? 

Dr. Isbell. At that time, sir, in the 1940’s, the 1930’s, there was 
no authority to pay money and, in fact, there was no authority for 
time until somewhere in the 1950’s. 

Senator Schweikeb. You certainly did not have authority to give 
them drugs, did you? 

Dr. Isbell. Sir? 

Senator Schweikeb. You said you had no authority to pay them 
money. 

Did you have authority to give them drugs? 

Dr. Isbell. It was a different time, sir. If you do not have author- 
ity to pay money, you cannot pay them. 

Senator Kennedy. Thank you very much, Dr. Isbell. We appre- 
ciate your testimony. And we thank the other witnesses, Mr. Flowers 
and Mr. Childs. 

Senator Kennedy. Our second panel consists of Dr. Frederick 
Sidell, who is chief of the Medical Volunteer Office, and Dr. Edward 
M. Gunn, who served for 20 years as medical officer with the Central 
Intelligence Agency. 

Do you swear that the testimony you are about to give will be 
the truth, the whole truth and nothing but the truth, so help you, 
God ? 

TThe witnesses responded affirmatively.] 

Senator Kennedy. We will start with Dr. Sidell. 

What is your current position at Edgewood! 



STATEMENT OF DE. FEEDEEICK SIDELL, CHIEF, MEDICAL VOLUH- 
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Dr. Swell. I am chief of the Medical Volunteer Office. 

Senator Kennedy. How long have you held that position? 

Dr. Swell. About a month. 

Senator Kennedy. Prior to that time, were you familiar with the 
nature of human drug testing at Edge wood? 

Dr. Swell. I am sorry, sir? 

Senator Kennedy. Prior to the time you were named chief of the 
Medical Volunteer Office, were you aware of the human testing that 
was going on at Edge wood? 

Dr. Swell. Yes, sir. 

Senator Kennedy. You are clearly a key person in the clinical 
testing program at Edgewood. The Inspector General is doing a 
thorough evaluation of the testing at Edgewood. 

Has lie been in contact with you? 

Dr. Swell. No, sir. 

Senator Kennedy. Does that seem strange to you? 

Dr. Swell. I am not sure what the Inspector General is investi- 
gating. I was aware that he was investigating a time a number of 
years ago before I came, so in that context it is not surprising, no. 

Senator JCennedy. Sometime ago, when we had Dr. 

Dr. Swell. Dr. Sim? 

Senator Kennedy. Dr. Sim, yes, sir. 

We asked Dr. Sim, also the Army, and they indicated in their 
followup that they were going to be in touch and follow up on this. 

At the time the testing stopped, in July, was it stopped abruptly? 

Dr. Swell. Very abruptly, sir. 

Senator Kennedy. Would you describe that? 

Dr. Sweu* We had volunteers. We were not doing drug studies 
at the time. We were doing some other types of work. I came to 
work the morning that I saw in the Washington Post that the volun- 
teers had been sent home. This was at 7 :30. 

At 8 o’clock, the volunteers walked into the building. I thought 
that they had been sent home. We were kind of joking about it. 

Fifteen minutes later, we had word that the volunteers were to 
leave the Post by 4:00 that day. We had no choice in the matter. 
Their morale was completely disrupted by that. 

Senator Kennedy. Did you understand the reasons for that? 

Dr. Swell. No, sir. 

Senator Kennedy. Did anybody ever tell you? 

Dr. Swell. Not precisely, other than it was an investigation under- 
way. They did not want volunteers around. They wanted to stop the 
program during the investigation. 

Senator Kennedy. Had any of them been taking drugs or been the 
subject of experimentation prior to the time they had been sent 
home? 

Dr. Swell. Not drug experimentation. 

Senator Kennedy. Any other experimentation? 

Dr. Swell. Yes. We were doing things like facial measurements 
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for masks. We were drawing blood for enzyme studies. We were 
doing some psychological testing. 

Senator Kennedy. What has happened since f 

Dr. Siddx. We have had no volunteer program since. 

Senator Kennedy. As I understand from previous testimony, you 
were working on drugs that would be absorbed through the skin to 
produce significant hallucinogenic effects. Is that true! 

Dr. Sidrll. From time to time, we have worked on such drugs. I 
personally have not, but some of us have, yes. 

Senator Kennedy. Were you supervising that work or were you 
familiar with itt 

Dr. Smsu* Not directly. I was very aware of it. Some of my 
staff was working on it. 

Senator Kennedy. What sort of things were they doing f 

Dr. Sidell. There was a series of compounds, anticholinigenics, 
which would be absorbed through the skin. 

Senator Kennedy. Could they be? 

Dr. Sidell. Several of them, yes. 

Senator Kennedy. When they were absorbed through the skin, 
did they give the kind of effect you just described! 

Dr. Sidell. Yes, sir. 

Senator Kennedy. Did you communicate the results of this to 
the White House f 

Dr. Sidell. I do not think directly, no, not particularly that they 
were absorbing them through the skin, no. 

Senator Kennedy. Do you know from your own knowledge 
whether the White House was briefed on this kind of program! 

Dr. Sidell. Yes, sir. 

Senator Kennedy. You know about a briefing! 

Dr. Sidell. I know that the medical staff of the White House was 
briefed on this. 

Senator Kennedy. Do you know for what purpose they were 
briefed! 

Dr. Sidell. We were told it was in the interest of protecting and 
preventing or treating, if this type of material were to be used in 
the White House on some of the staff, and that is why the medical 
people were here. 

•Senator Kennedy. Do you know if any nonmedical people at the 
White House were briefed! 

Dr. Sidell. No, I do not, sir. 

Senator Kennedy. Was the CIA interested in the testing of these 
drugs, that they could be absorbed through the skin! 

Dr. Sidell. I have had contact with a man that I was told was 
from CIA several times. I had not talked with him in any great 
detail about any of the tests. 

< Senator Kennedy. Would you any from your own conversation, as 
limited as it was, that he was familiar with the work that was being 
done! 

Dr. Sidell. I would say that he kept pretty close watch, yes. He 
seemed to be interested in it. 

Senator Kennedy. Did you have a conservation with Dr. Sim 
about whether the CIA wanted to fund some research in thia ana! 

Dr. Sidell. Yes, sir. 
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Senator Kennedy. Can you tell us about that conversation, sir? 

Dr. Sidell. This was, I think, about 2 or 3 years ago. Dr. Sim told 
another physician and myself who had supervisory positions that 
there might be some money forthcoming to study one of these com- 
pounds, specifically its ability to go through the skin. 

This type test was not out of Tine with work that we had done 
many times before. 

Senator Kbnnedt. What happens if an individual is exposed to 
this kind of drug, the drug that is absorbed through the skint 

What happens? 

Dr. Sideix. The best word to describe it is delirium. They become 
disoriented, incoherent. They mumble. They are very confused and 
so on. 

Senator Kennedy. Dr. Gunn, were you ever employed by the CIA? 

Dr. Gunn. Yes, Mr. Chairman. 

Senator Kennedy. Can you tell us when and in what capacity? 

Dr. Gunn. My employment began in May 1955 — and I retired, I 
think it was in May 1971. 

Senator Kennedy. During that time, did you become aware of 
human-use experimentation activities conducted by the Technical 
Services Division of the CIA headed by Sidney Gottlieb? 

Dr. Gunn. During that entire period, did I ever become aware? 

Senator Kennedy. Yes. 

Dr. Gunn. Indirectly only. 

Senator Kennedy. How aid you become aware? 

Dr. Gunn. I believe it was through meetings that would have been 
conducted by security people, security office personnel and medical 
office personnel, and Dr. Gottlieb’s predecessor, his office anyway, 
years before. 

There would be references made to some, but I never knew of a 
direct program for it, for the drugs. 

Senator Kennedy. Did you attempt to develop some input from 
your office and TSS. Dr. Gottlieb’s office with regard to the protection 
of human subjects in this research? 

Dr. Gunn. I would say that our interest from the medical office 
was broader than that. In other words, we were responsible for 
medical activities dealing with employees, personnel and operators, 
and so we would annually regularly try to re-establish a type of 
working relationship that allowed some direct input on such subjects. 

As I believe I mentioned before, the results would be described, 
as we hear so often today, the meeting was “useful,” but in terms 
of productivity 

Senator Kennedy. In terms of what? 

Dr. Gunn. But for productivity, there was not anything to be 
realized from one meeting to the next. Promises and teasing, but we 
had no active direction over their program. 

Senator Kennedy. Let me see if I understand you correctly in 
terms of your response. 

Are you saying that you had some awareness that there was at 
least some research being done in the area of human experimentation. 

As I understand, you had some meetings with Dr. Gottlieb’s office 
to try to insure that there was going to be some protection for the 
human subjects of research. 
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Dr. Gunn. Right. 

Senator Kennedy. Do I understand you correctly? 

Dr. Gunn. From 1955 to approximately 1959 or 1960, there was at 
least once a year a meeting that was held with the head of that 
office. But we never saw more than some very general outline that 
there was such a research program. We never saw the direct material 
for a program. 

We had offered to assist TSD by providing medical support and 
guidance, but it was “thank you very much.” 

Senator Kennedy. Were you satisfied that Dr. Gottlieb’s group 
was adequately protecting its subjects! 

Dr. Gunn. From the standpoint of the Office of Medical Services, 
we could not, no, because we aid not know what they were doing. 

Senator Kennedy. They did not tell you what they were doing? 

Dr. Gunn. I never heard of an outlying program, no. 

Senator Kennedy. But you tried at least to raise this issue with 
them, did you not? 

Dr. Gunn. That is correct. 

Senator Kennedy. Why did you want to raise this with them? 

Dr. Gunn. Because we felt that we had an obligation medical- 
wise to the proper protection of people under medical jurisdiction 
within the agency. That was all. 

Senator Kennedy. You were unsuccessful in convincing them of 
this? 

Dr. Gunn. I feel that was the case. 

Senator Kennedy. Did Howard Hunt or Gordon Liddy ever meet 
with you and ask you to assist them in obtaining a new hallucino- 
genic drug? 

Dr. Gunn. I was called prior to March 24, 1972, by Howard Hunt, 
who asked if I would join him for lunch. 

Senator Kennedy. Did you? 

Dr. Gunn. I met him, at his request, at the Hay Adams House 
in the downstairs coffee shop or restaurant. 

At that time, he introduced me to an individual with the name 
Gordon Liddy. I had never met Gordon Liddy before. Since T do 
not accept as valid names given me under such circumstances until 
I can prove it, I waited until I saw other material in the newspapers 
later, then I was sure of who he was. 

At that time I was asked if I could help them provide behavior 
altering medication to an individual, unidentified, and in no way 
could I detect of whom they were speaking. I said I could not. I 
had retired in 1971. I had not practiced any medicine since 1971. I 
had no access to any kind of medicines. 

So I did not provide it. The luncheon was completed and I did 
not have anything more to do with them. 

Senator Kennedy. Did they say they were working for the White 
House? 

Dr. Gunn. They did not put it that they worked for the White 
House, and they did not say for whom they were working. 

Hunt said that he had an office in a part of the White House. 

Senator Kennedy. What did you assume when he said that? 

Dr. Gunn. I had never worked with him on a one-to-one basis, 
and I knew he was a good fiction writer. 

[Laughter.] 



So I could not tell for whom he was working. 

Senator Schweixer. Did you have a feeling he was writing a 
novel then? 

Dr. Gunn. I did not know what he was up to, Senator. 

Senator Kennedy. What kind of drug did he want? 

Dr. Gunn. He wanted LSD type drug, as I understand it 

Senator Kennedy. The kind that could be absorbed through the 
skin? 

Dr. Gunn. He was not specific at the time. 

I pointed out that it was very difficult to walk up to a target and 
drop anything into his water glass, and particularly if he was not 
a friend of the target, and people do not receive you well under 
those conditions. 

Then he wanted to know could it be absorbed elsewise through the 
body, and I said there was some work done of that nature but that 
I did not know enough about it to be of any help to him. 

Senator Kennedy. That was the kind of drug he wanted? 

Dr. Gunn. I guess. 

Senator Kennedy. That was the first and only conversation or 
contact that you had with either Hunt or Liddy? 

Dr. Gunn. I had one other conversation later by phone with Mr. 
Hunt. He called during the morning when I was doing my vacuum 
cleaning. I have become a house spouse in retirement, and in the 
process of that telephone call, he needed surgical assistance and a 
tetanus shot for a hand injury on someone. 

Now, this was referred by me to the Georgetown University Hos- 
pital emergency room because I was not practicing medicine. I did 
not have the necessary things nor proper medical environment. 

This would have been a month, I would say, a month to six weeks 
after the March 24 visit with him. 

Those, then, are the two contacts that I had with him. 

Senator Kennedy. Why did you go to lunch with Mr. Hunt in 
the first place? 

Did you know Hunt before? 

Dr. Gunn. I knew his name and I knew where he had worked in 
the agency, and I had no reason at that time to believe that there 
was anything abnormal, because I have advised people in terms of 
occupational medicine for years, and I thought possibly there was 
something I could help them with. 

Senator Kennedy. You had no idea when you went to lunch what 
the purpose of the discussion was going to be? 

Dr. Gunn. No, sir. 

Senator Kennedy. Were you surprised when he brought this up? 

Dr. Gunn. Yes, sir. 

Senator Kennedy. When he brought this up, what did you assume 
was going to be the purpose of this request? 

Dr. Gunn. I thought he wanted to make someone behave pecu- 
liarly in a public situation. 

Senator Kennedy. Did you have any idea who? 

Dr. Gunn. No, sir. 

Senator Kennedy. If this drug had been applied to somebody in a 
public situation, would that person have behaved irrationally? 

Dr. Gunn. I do not know. 
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Senator Kennedy. What do you think, Dr. Sidellf 

Dr. Sideix. It depends on what drug. ■■ 

Senator Kennedy. The drug that we were talking about, LSD. 
The skin 

Dr. Sideix. I do not believe — and I am not absolutely certain of 
this — LSD can be absorbed too well through the skin. But I am not 
sure. 

Senator Kennedy. How about the drug that we talked about be- 
fore, the drug that is absorbed through the skin? 

Dr. Sideix. Oh, with met 

Other types of drugs can be absorbed through the skin. 

It might be a period of hours before it took effect. 

Senator Schweiker. Doctor, in your conversation with Mr. Hunt, 
did he specifically ask the question about whether a drug — any drug 
—could be utilized, by being placed on the steering wheel of a car 
and absorbed through the skin? Was that specifically discussed? 

Dr. Gunn. I would be dishonest if I said that he did or he did 
not. I can’t recall the steering wheel part. That question has been 
asked me before by some of your people, but I cannot remember for 


sure. 

Senator Schweiker. In Dr. Gottlieb’s program, do you know 
whether he prescreened the persons who were tested with drugs? 

In other words, in the program that Dr. Gottlieb was running, to 
your knowledge, did they prescreen the people who ultimately were 
the subjects of the drug tests? 

Dr. Gunn. That would presume that I knew their program, sir. 
I did not. 

In some other programs, they did have some physicians — one or 
two physicians of their own staff in one era — and they did use some 
outstanding physicians as consultants during other periods of time, 
but I do not know whether they used screening techniques on the 
subjects for tests. 

Senator Schweiker. When you were working with the agency, 
would people come and seek your advice or consult with you about 
similar situations? 

Was that a part of your job with the agency? 

Dr. Gunn. In part, that would be true, yes, sir. 

Senator Schweiker. Do you know what the situation was as far 
as the office of medical services was concerned, as to why they were 
kept in the dark about the details of this program? 

Dr. Gunn. It would have to be conjecture, sir, and I cannot give 
a specific reason why. 

Senator Schweiker. Since you are an expert in the field, what is 
your conjecture? 

Dr. Gunn. Some people like to be able to have a coup in their own 
area of research when there might be opportunity to share it. It 
would be better to make it available afterwards. Or they could have 
had some question about what they were doing because the medical 
officers might well have disapproved of their approach. 

But I do not know why. 

Senatoc. Kennedy. Do you know of any other situation similar 
to the Olson case? 

Dr. Gunn. By happenstance, as I walked into a meeting— the 
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details of membership of that meeting I cannot say — I can say it 
was in one of the old buildings down by the Reflecting Pool — there 
was a conversation, which stopped shortly after I entered the room, 
by a couple of men which indicated to me that they had trouble with 
an individual in conjunction with a foreign government. 

This was in a foreign country; the subject was an individual 
known to that foreign government; indigenous authorities in col- 
laboration with our people, had administered some medication to 
the subject and that, snail we say, had a fatal outcome. 

That is the only other case I have any awareness of. 

Senator Kennedy. You learned that casually? 

Dr. Gunn. Yes, sir, casually. 

Senator Beall. Dr. Sidell, you testified you have been in charge 
at Edgewood just for a month or so, is that right? 

Dr. Sidell. No, sir, I am not in charge. I report to the director 
of the laboratory. 

I have had my present job title for a month. 

Senator Beall. You have been there for a number of years? 

Dr. Sidell. A number of years. 

Senator Beall. In that period of time, was there a close relation- 
_ ship between Edgewood and Fort Dietrich? 

Dr. Sidell. Not in our area of work, no, sir. In fact, I have never 
been at Dietrich. I have never met anybody from Dietrich who did 
the same work. 

Senator Beall. And you are not familiar with the human testing 
program at Fort Dietrich? 

Dr. Sidell. I know they have one. I have been told it is run out 
of the Office of the Surgeon General through Walter Reed. This is 
what I have been told. That is about the extent. 

I know a little about what they have done in the past about devel- 
oping vaccines and various things. 

Senator Beall. But you are not aware of the way in which they 
recruit, the details of the planning, et cetera? 

Dr. Sidell. No, sir. 

Senator Beall. Thank you. 

Senator Schweikeb. Dr. Gunn, was it usual to run operations in- 
volving medical risks without consulting your office, the Office of 
Medical Services? 

In other words, you mentioned a few cases where either they by- 
passed it or restricted it, or did not accept it. 

Dr. Gunn. The differentiation between research and operations is 
an important one. 

Are you differentiating between the two? 

Senator Schweiker. I am sorry. I probably should have phrased 
it using research. Let me rephrase the question. 

Was jt usual to run a research project which involved medical 
risks without consulting the Office of Medical Services or ignoring 
the advice of the Office of Medical Services? 

Dr. Gunn. At least I would say probably without the knowledge 
of the Office of Medical Services. It is possible that my former su- 
perior might have known of some tests, work like this, tnat I did not 
know about, but not to my knowledge was it the usual thing. 
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In other words, they did not come and ask us routinely. That is 
what you asked me, I believe, sir. 

Senator Schweiker. When tests were conducted on unwitting 
subjects, was that what you are defining as research or as operations? 

Dr. Gunn. We would not do any program testing in operations. 
In operations we had to act using proven experience facts. There is 
a distinct difference. 

We did not engage in research from a medical standpoint. In 
medical operations we would not engage in research, we applied 
published clinical medicine and practice. We were interested, only, 
m overseas foreign activities. The research was done by other offices 
such as the one you have made mention. 

I believe there was true scientific work done in another whole 
department of the agency, but that was done under very good 
academic circumstances from my point of view. 

Senator Schweiker. Docto-, earlier when you answered another 
question, you used the word, -as I recall, “target” in referring to the 
possible recipient of the drug that Howard Hunt and Gordon Liddy 
were discussing with you. 

Dr. Gunn. Yes. 

Senator Schweiker. I wonder if you would explain that word, as 
to what “target” means? 

Dr. Gunn. Target can mean the objective or the individual or the 
aim or what you are trying to achieve. 

Senator Schweiker. Would that necessarily be different from a 
person who was used in a test, that is, a person who was used as a 
subject for testing for research purposes? 

You are differentiating, are you, by using that word, “subject” as 
opposed to someone who was the object of a specific action who would 
be a “target”? 

Dr. Gunn. Yes, sir. 

Senator Schweiker. Is that the context in which you use the 
word? 

.Dr. Gunn. Yes, sir. 

Senator Schweiker. So it would appear to you, as I gather from 
your conversation, that it was a serious discussion directed against 
one specific individual for a specific purpose? 

Dr. Gunn. Yes, sir, that was my understanding, but I did not 
know who the individual was. 

Senator Schweiker. On the covert side, on the covert testing pro* 
gram — the testing I am talking about now — it was compartmentalized 
with your office excluded } and obviously that led to some of the 
tragedies we are now hearing about because your office was excluded. 

i am just wondering as guidance to this committee and the other 
committee on which I serve — Intelligence — can you suggest how we 
might ^avoid these pitfalls in the future. Is it a matter of non-com- 
partmentalization or different lines of authority? 

In your experience, what can we do to see that some of these 
things do not happen without medical advice and consultation and 
followup for recipients of the tests? 

Dr. Gunn. First, I think it Would be pretty presumptious for me 
to say it might not have happened, we would nope it would not have 
happened. 
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Senator Schweiksr. I would agree with that fully. 

Dr. Gunn. In order to hopefully have better control, I think that 
you do have to have medical people who are, let us say, not com- 
pletely wrapped up in the outcome of the testing, who are, however, 
a party to setting the stage and the parameters of who is being 
tested and what condition they are in before and what condition 
they are in afterwards. 

They should know all about it, but they should not be, in any 
way, dedicated to having that necessarily come out as a guaranteed 
success. 

In other words, to look at it purely as to how does it come? Does 
it work? Does it not work? The ill effects. 

Do you follow me? 

Senator Schweiksr. I think that is verv good advice and I think 
that is very badly needed. I think from this and our other hearings 
as well, that the person making the-decision about the project was 
also the one who had the most to gain or lose from the project, which 
is a poi nt you m ade a minute ago. 

Are you saying we very strongly need some objective source whose 
ego is not involved with the project’s success or failure, but who can. 

f ive an honest appraisal and competent advice to someone who, 
opefully, will listen to it? 

Dr. Gunn. Yes, sir. 

Dr. Sidell. Senator, may I make a slight correction to the ques- 
tion Senator Beall asked me? 

We did have one set of dealings before with Dietrich in that they 
used some of our volunteers occasionally for testing of protective 

S ment. Our volunteers would go there for mask testing and so 
, but not with the medical program. 

— Senator Kennedt. Thank you very much. 

Our third panel this morning consists of representatives from the 

or. Carl Duckett, Deputy Director for 
Sayre Stevens, Assistant Deputy Di- 
Technology; Mr. George Cary, Legislative 
Counsel ; and Mr. Robert Chin, Associate Legislative Counsel. 

Do you swear that the testimony you are about to give will be 
the truth, the whole truth and nothing but the truth? 

[The witnesses responded affirmatively.] 

Senator Kennedy. Proceed, Mr. Duckett. 

STATEMENT OF CARL E. DUCKETT, DEPUTY DIRECTOR; DR. SAYRE 
STEVENS, ASSOCIATE DEPUTY DIRECTOR, SCIENCE AND TECH- 
NOLOGY; GEORGE L. CARY, LEGISLATIVE COUNSEL; AND ROBERT 
.CHIN, ASSOCIATE LEGISLATIVE COUNSEL; A PANEL FROM THE 
CENTRAL INTELLIGENCE AGENCY 


Mr. Duckett. Thank you very much, sir. 

I would like to address briefly, if I may, because of your opening 
remarks, the matter of documents, since I would not like there to be 
any misunderstanding on that question. — 

First, there might have been an impression that we failed to pro- 
vide documents to the Committee. T believe that we have indeed 



provided ell the documents available on the subject to the staff and 
to the Committee. 

The issue was rather whether these documents should be made 
public. I would like to make that distinction. 

Second, I would like to assure the Chairman of the Committee 
that certainly the criterion for disagreeing on production of docu- 
ments has nothing to do with embarrassment. We admit some of 
the activities, that have already been revealed are embarrassing, but 
that is not the criterion in the selection of documents for publication. 

If I may, sir, I would like to read the status of the documents 
issued. 

Senator Kennedy. This is on the documents? 

Mr. Duckett. Yes. I would like to make a very brief statement. 

As you know, for several days, our agency representatives have 
been meeting with your Committee staff, providing them with in- 
formation and classified documents which they thought were perti- 
nent to your inquiry this morning. - 

I understand you also personally have read at least some of them. 
The staff subsequently asked that we review certain of these docu- 
ments or parts thereof to determine whether they might be made 
public in this hearing. A number of the documents or parts thereof 
we feel are, in fact, inappropriate for publication. 

Our Director, Mr. Colby, has instructed me to advise the Subcom- 
mittee that several of these documents may not be released. Some 
of the documents pertain to matters which are currently under 
active consideration by the Department of Justice. Others contain 
recommendations and advice from the Inspector General to our 
Director. 

The Director believes that the future candor and integrity with 
which the Inspector General may carry out his responsibilities to 
the Director would be severely jeopardized if this type of communi- 
cation would be made public. 

We feel, in other words, that making these Inspector General 
reports public would have a chilling effect on the candor with which 
employees might communicate with the Inspector General. 

In any event, most of the facts contained in the reports are in- 
cluded in my prepared statement, or the prepared statement of Dr. 
Stevens. 

Further, we will be glad to work with the staff to assure that the 
factual information contained in these reports will be made available 
for release in another forum. 

The other category of documents is under active investigation by 
the Department of Justice. They have asked that we not make them 
public. 

That concludes my statement relative to the documents, Mr. Chair- 
man. 

Senator Kennedy. Let me just at the outset indicate that I have 
not, nor would I, personally declassify any materials that were 
given to me or to the cleared members of the staff. 

I would certainly say that a number of specific matters were par- 
ticularly troublesome to me because they were classified ana it 
would have required determination as to the way we were going to 
proceed. 
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I have indicated on two different occasions in direct conversation 
with Director Colby that I thought the position which had been 
assumed by the Agency, quite frankly, was untenable, and I failed, 
from my understanding of the material, to comprehend why the 
Agency was reluctant to release the material. 

All we were interested in was iust the area of human-use experi- 
mentation and the protection of human subjects. Now, it is just 
incredible to me that the Ajgency would be reluctant to make avail- 
able information on this subject going back over a period of years. 

I want to indicate — and the record will so show this morning, and 
I will let the record stand — that the Agency gave me one response 
in terms of the questions that I directed to tne Agency, and that you 
had a second response that we were going to be able to release, and 
then finally this morning you have indicated that as far as you are 
concerned, certain material was going to be declassified. 

I will let the record stand, as to whether the response that was 
given by the Agency is a fair or accurate portrayal of what the real 
situation was. 

I think there is a significant inconsistency between these documents, 
but I will just let the record stand. 

I want to let the record show that the amount of time and effort 
and energy that has been consumed by the staff in trying to work 
out procedures so that we could gain this information that was 
finally made available to us two minutes before the opening of thiB 
Committee is not what I would consider to be the kind of open 
cooperation with a Congressional Committee that is limited only in 
its interest in human experimentation, and the protection of human 
subjects. 

We are not trying to supplant the Select Committee on Intelli- 
gence. We are interested in a very limited and targeted area. I am 
going to let you say whatever you want to say, ana add or subtract 
from anything that you want, but I think any fair-minded person 
would see that the responses you gave to the questions, what you 
were going to let us refer to in terms of declassification and wnat 
was declassified by you only this morning, are different descriptions of 
the same subject matter, and the public can make a judgment as 
to the degree of candor. 

But I do feel that I am completely within my rights in comment- 
ing on the extraordinary difficulties that we have faced over a 
period of time in gaining information. 

We asked about the Olson case on this particular matter. We wrote 
to the Director of the Agency. He said, “We cannot cooperate with 
you because we are cooperating with the Select Committee on Intelli- 
gence,” as if that precluded a legislative inquiry, and prohibited the 
Agency from cooperating with us. 

So I talked to Senator Church and said, “Is there any reason you 
cannot?” 

The answer was, “Absolutely not.” 

We communicated with the Agency. Then, rather than cooperating 
and giving us the information, the Agency, for the second time, 
wrote to the Select Committee on Intelligence and said, “You are 
going to have to make this information available so that we do not 
have to duplicate it” 
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So then I had to go back to Senator Church and ask, “Will you 
write the Agency to try to make it possible for it to cooperate with 
us directly?” 

That must have taken a two-week period. Quite frankly, we have 
a good many other things to do up here. 

Mr. Duckett. Mr. Chairman, I think I should respond that that 
is part of the problem we ran into. We also find ourselves with a 
great deal more to do. 

We are facing many Committees, continuous investigations. It is 
not possible to nave a staff knowledgeable in this area dealing with 
two or three staffs simultaneously and doing a proper job. 

That was our concern and it remains our concern. 

As to the delivery of the documents this morning, I think that 
showed not lack of good faith but showed good faith, that we are 
continuing and still will continue to do all possible to get this in- 
formation public. That was another example of that this morning, 
but I say tne Director has not closed the issue on this, Mr. Chairman. 

He has been, as you know, constantly testifying for the last several 
weeks. I spent a very few minutes with him fast evening. I had only 
an opportunity to make a very brief - query as to this matter. 

I certainly would hope the Chairman would not assume the issue 
is closed — it certainly is not from my point of view. 

Senator Schweiker. Mr. Duckett, you said one of the reasons you 
are concerned about releasing this material is it would have a chilfing 
effect on people talking to your Inspector General in the future. 

Mr. Duckett. Yes, sir. 

Senator Schweiker. I understand, but I wonder if releasing this 
material, which does not relate to national security, or sources that 
the CIA needs for the future, to the public would not also have a 
more compelling, chilling effect on people doing this kind of thing 
again? 

Have you considered that factor as offsetting the first factor that 
you mentioned? 

It seems to me first there was an arrangement between the FBI and 
the CIA for X period of time. 

The FBI would not prosecute in this area; the CIA would clean 
its own house. 

Mr. Duckett. Senator Schweiker, I believe it was with the De- 
partment of Justice rather than the FBI. 

Senator Schweiker. Now you are saying in essence the Inspector 
General’s report cannot be made public because it would have a 
chilling effect, yet if you have an arrangement whereby prosecutions 
cannot occur, and prosecutions cannot occur within the CIA itself, 
what other resource, what other slap on the wrist, is there? 

Mr. Duckett. Senator Schweiker, I indicated that the Depart- 
ment of Justice is currently, in fact, conducting an investigation as 
to the destruction of documents, and that is the reason that at the 
request of the Department of Justice, we asked you not to make it 
public, because it would interfere with that investigation that is 
g oing on right now. 

"We do not any longer have any such agreement. 

Senator Schweiker. They are investigating the destruction of 
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documents, but not malfeasance and the other things that occurred 
in the time frame that we are talking about. 

Mr. Duckett. Senator Schweiker, all of this material has been 
presented to the Department of Justice. Whether they choose to 
prosecute is their decision, not mine. 

Senator Schweiker. But the statute of limitations has run out 
on virtually all these things we are talking about. 

Mr. Duckett. There is no agreement at the moment that has any- 
thing to do with lack of either investigation or prosecution of our 
employees with Justice. 

That is no longer an agreement. 

Senator Schweiker. Yes, but to get back to my point, on most of 
these experimental situations, -the statute of limitations has long 
since expired, and so, forgetting the destruction of records, the only 
thing that this Committee is interested in are these experiments, and 
how they were done and whether there was protection, so we really 
have no mechanism at all to indicate there was some kind of dis- 
approval and some kind of dissatisfaction. 

The only recourse we have is to publicize it. 

Mr. Duckett. I am not denying it at all. 

I pointed out, and would like to reiterate, we believe the substance 
of the material about which you are questioning is indeed available 
to be made public. 

There is the question of some specific documents in their present 
form. 

I might note that much of the information which has been devel- 
oped before these Special Investigative Committees has been devel- 
oped because we learned of our past mistakes through our own 
investigations. 

I want to stress the fact that if we do not have an IG to whom 
people will talk candidly, we will not in the future be able to get 
the same response. 

Senator Schweiker. I will concede that point, and I think the 
agency at that point is to be complimented for it, but I still think 
we have a larger problem than just that. 

But that is a matter of opinion. 

Mr. Duckett. Senator Schweiker, and Mr. Chairman, I would like 
to proceed. 

Again, I reassure you we have not closed the door on this issue. I 
am not apologizing for the Director. He has been very much pre- 
occupied of late. He has not given his final judgment. He has gotten 
some advice from his staff on the subject, but I hope we wul not 
consider this as something interferring with today’s proceedings. 

We will try to be as forthcoming as we can. 

Senator Kennbdt. The Inspector General’s report consists of some 
26 pages. 

All we are interested in is a page and a half or possibly 2 pages. 

Mr. Duckett. Senator Kennedy, what we had wanted to urge to 
the Committee, if I may, is not that that information not be made 
public, but it not be identified as having been extracted from ah IG 
report in CIA. 

That is the point we are trying to make. 

Senator Kennedy. Of course, there have been other times when 
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Inspector General reports have been — at least on three or four occa- 
sions — made public, as I understand. 

Mr. Duckett. We had heard some information on that subject as 
we arrived this morning, and I must confess I cannot give you an 
accurate answer to that matter. 

Senator Kennedy. Let us get on with the hearing. 

•*. Mr. Duckett. Thank you, Mr. Chairman, for tne opportunity to 

discuss that. 

Mr. Chairman, as we now move into the substance of ourtesti- 
mony, we are pleased to be provided this opportunity to testify in 
connection witn 8. 2515, a bill to amend the Public Health Service 
Act to establish the President’s Commission for the protection of 
human subjects involved in biomedical and behavioral research, and 
for other purposes. 

We share your concern over the ethical dilemma raised by human 
experimentation and support the underlying objectives of tne legis- 
lation— to assure an interdisciplinary approach to resolving the 
problem, and to assure that informed consent exists and there is 
adequate protection of the individuals involved. 

Later on, we intend to summarize the past agency activities in 
this field. While there is no desire on our part to excuse any such 
activities which may have violated the important premises upon 
which your bill rests, Mr. Chairman, I do, however, want to make it 
clear tnat for some time it has been our policy that informed con- 
sent be obtained and adequate protection provided for individuals 
involved in biomedical and behavioral activities which we sponsor. 

For this reason, we have absolutely no objection whatsoever to 
subjecting agency activities in this field to this legislation, nor do 
we have any problem in providing the Commission established under 
t your bill with appropriate access to information relating to our 

H activities and, of course, we will adhere to whatever guidelines are 

issued by the Commission. 

Senator Kennedy. Do I understand you support the bill then? 

Mr. Duckett. I would like to say this, Mr. Chairman : I am not 
myself competent in the field of making judgment as to the precise 
details of the bill in the area. 

I would not like, therefore, to put myself in a position to try to 
advise in that sense, in the sense that I would protect this type of 
activity 

Senator Kennedy. Tou have general counsel. 

I know you have some suggestions. I have read your testimony. 

But do you have general counsel there. 

Do you support the legislation with these changes made? 

Mr. Caby. Mr. Chairman, our view is that we nave a very small 
part of the overall picture and, as far as we are concerned, we can 
comply with the provisions of the bill. 

We would defer to those departments and agencies more directly 
concerned with the major aspects of the bill. 

- Senator Kennedy. But as it relates to your agency? 

Mr. Caby. We can comply with the bill, with some of the sugges- 
tions we have made for some minor changes. 

- Senator Kennedy. Let me ask for a thud time. 



Is that a yes or no answer? 

Mr. Cast. My point, Mr. Chairman, is that we do not speak for 
the Administration, but as far as CIA is concerned, we can comply 
with the bill with minor changes. 

Senator Kennedy. I know you will comply if we pass it. 

Mr. Cary. We have no problem with doing that. 

Senator Kennedy. You will not have any problem doing it. 

My question is: Will you comply with it if we pass it? 

I am not asking you to speak for other agencies that will likewise 
be affected. 

It is just a simple question. 

Mr. Duckett. The Agency’s current activities in biomedical and 
behavioral research are and snould be limited to the Agency’s essential 
foreign intelligence mission. As a result, most of this research is in* 
extricably related to areas which, if disclosed publicly, would ad- 
versely impinge upon other activities of the Agency, where success 
depends upon secrecy. 

Therefore, a necessary condition attaching to Commission access 
to such information is the need to protect that information from 
public disclosure and assurance that it will not be disclosed without 
prior consultation with the Agency. 

Senator Kennedy. Any suggestion that your counsel has on this 
particular point we would welcome. 

Mr. Duckett. We have drafted a preliminary recommendation, Mr. 
Chairman. 

It is not yet completed. We will be very happy to make that 
available to you. 

We are certain that suitable procedures regarding this matter can 
be worked out with the Commission. However, in the interest of 
assuring that these fundamental security needs are met, we have a 
number of recommendations with respect to the legislation on this 
and other matters which I propose we submit for the record for later 
-consideration by the Committee. If this bill is approved, I would like 
to ask your indulgence, Mr. Chairman, to permit our respective staffs 
to work together on certain technical adjustments in the language of 
the bill, in light of the fact that, for the most part, we have teen con- 
centrating our efforts in supplying information to the Committee 
on our activities in this fiela. ~ 

However, I think it appropriate to point out one aspect of the 
bill which we do believe should be adjusted and that has to do with 
placing the Director of Central Intelligence on the Presidential Com- 
mission. 

Senator Kennedy. Why do we not just put the next few pages of- 
your testimony in the record? 

Those concern your reservation about having the Director on the 
panel. I am, quite frankly, in agreement with that for the reasons 
that yon have pointed out. 

But we will let the Committee express its view on that, but that 
seems to be in order. 

Senator Schweiker. I agree with that. 

Mr. Duckett. It is just we do not feel it is appropriate. 

Mr. Chairman, I would like to have Dr. Stevens continue with his 
portion of the testimony. 
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Dr. Stevens. Mr. Chairman, at this point we would like to sketch 
briefly for your Committee the nature of CIA activities which have 
in one way or another involved human experimentation. 

As you know, the Agency has been working with your Subcom- 
mittee staff to piece together a full story on the agency’s past pro- 
grams. Our records covering a significant portion of these activities 
were destroyed in January 1973 and for that reason, it is not possible 
for me to provide a fully detailed account. 

Nonetheless, this testimony along with the materials provided to 
the Subcommittee staff, should meet the requirements of today’s 
hearing on the bill under consideration. 

The Agency has had an interest in behavioral studies since its 
establishment. The problems of understanding, anticipating, and in 
some cases, affecting human behavior are key to the intelligence busi- 
ness. This interest was particularly acute in the late 1940’s and early 
1950’s as we witnessed the bizarre confessions of Hungarian Cardinal 
Mindszenty and others and the brainwashing of POW’s during the 
Korean War. Indications that drugs had been employed in these 
cases were augmented by evidence that Soviet Bloc intelligence 
services were developing and using drugs to influence behavior. 
Moreover, it was reported from Europe that a new family of chemi- 
cals had been isolated by chemists working with fungal infections 
found in moldy grain which had tremendous mind-bending prop- 
erties; the best known of these chemicals is, of course, LSD. 

There was a natural concern that the Soviet KGB might have de- 
veloped an early interest and competence in the use of these exotic 
drugs to our great disadvantage. Agency programs were, therefore, 
instituted to study the nature and effects of these new materials with 
a view toward developing ways to protect United States personnel 
against them as well as developing a capability for their operational 
use if the investigation justified it. 

The Agency collected foreign intelligence on developments abroad 
and reviewed related publications and activities of American Govern- 
ment and private institutions. When the Agency learned of research 
of activities particularly relevant to the Agency’s mission or concern, 
efforts were made to get access to the results of such work and, fre- 
quently, to consult with the contractors themselves. 

By 1953, this activity led to the establishment of a fairly large and ~ 
complex external research program which ranged from basic research 
on lysergic acid and other compounds to extensive testing and experi- 
mentation. More than 30 different universities and institutions were 
involved in this program. Basic work included chemical studies, tissue 
studies, and toxicological investigations. Testing on animals and 
human volunteers then followed. There was by this time a growing 
body of technical literature on the effects of LSD on -humans. As 
the program developed, new materials and techniques for influencing 
behavior were also investigated. A significant feature of this effort 
was the use of covert funding techniques to protect the nature of our 
foreign intelligence concerns. 

For the most part, human-use experiments were conducted by other 
Federal agencies or private institutions with the security of Agency 
interest being protected through the use of intermediaries. More 
often than not, the contractors were already studying the field. Our 
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support enabled them to expand their work to meet our interests. In 
most cases, the results were published. It is our understanding that 
the experimentation or testing performed by the contractors followed 
accepted guidelines for the protection of human subjects. 

From 1068 to 1962, for example, the Agency, through a contract 
with the National Institute of Mental Health, tested various drugs 
- including hallucinogenics on volunteer subjects at the NIMH Addic- 
tion Research Center in Lexington, Kentucky, and in this case, the 
Office of Naval Research was the funding intermediary. The actual 
testing was performed by NIMH personnel. A major aim of the 
project at Lexington supported by the Agency was to find a syn- 
thetic drug as safe, or safer than codeine. Agency participation ceased 
when project goals were achieved. 

Although Agency records are unclear, there are indications that 
drug familiarisation or training involving the administration of 
drugs to volunteer and fully witting CIA employees also took place. 
Experiments using hypnosis were conducted witn volunteer Agency 
employees. 

Those involved in drug research programs were impressed with 
the fact that the effects or drugs observed under controlled conditions 
were apt to be quite different from those obtained in a real opera- 
tional situation. 

From this apparently grew the clearly felt need for testing in 
more realistic circumstances with unwitting subjects. This was an 
extremely unfortunate phase of the program. It did, nevertheless, 
seem necessary to those trying to determine such things as whether 
or not a CIA officer could be trained to spot evidence of a drugging 
should it occur and to resist efforts to exploit his drugged state, or 
whether drugs might be used to subtly lower the reserve and inhibi- 
^ tions of hostile intelligence officers without their detecting it. 

% The tragic death ofDr. Olson, as you well know, resulted from an 

early unwitting test in which a number of people were given LSD 
without their prior knowledge. This unfortunate experience served, 
however, to emphasize further the uncertainties associated with using 
drugs on the basis of clinical testing alone and demonstrated the 
need for investigating the differences between clinical and operation- 
al administration of drugs. 

In an effort to simulate operational conditions, the Agency worked 
through the Bureau of Narcotics from perhaps early 1958 to 1968 
to test the effects of certain drugs including LSD, on unwitting 
subjects in social situations. 

The details of this testing. are not in our records, but it appears 
that individuals were administered drugs, without weir knowledge 
in normal social situations, to study their behavior. The individuals 
departed the test site when they were ready to do so. No follow-up 
or monitoring was normally possible. This program began in 1964 
or perhaps 1968 at one location and was expanded to another loca- 
tion in 1961. 

Senator Krnnkdt. Is it 1968? 

My copy says 1955. 

Dr. Steven g. I think in checking the records again we have an 
indication that something was going on by February 1954 so it 
could well have been 1953. 



Mr. Duckett. That wm the change we made this morning, and it 
wag made because we found indications we had not previously seen 
on this subject. 

Senator Kbnnhjt. What records are these! 

Mr. Duckett. I have a document dated 10 February 1954, and it 
is that document that suggests certainly something was going on 
at that time, and therefore, we can .presume it may very well nave 
started as early as 1958. 

Senator Kennedy. We have a written response from CIA that 
indicates something along these lines: 

Finally, In an effort to simulate operational use situations, a procram was 
instituted with the cooperation of the Bureau of Narcotics which tested these 
drugs on persons In social situations. 

Full details of this testing are not available, but It appears that selected 
individuals, associated with the “drug culture,” were Invested to a house and 
offered drinks or drugs. These subjects were then “unwittingly” given a drug 
being tested as a possible aid In interrogations and their behavior probed/ 
observed. 

The Individuals left the test site when they were ready to do so. No 
follow up or monitoring was normally possible. This program began In 1965 
at one location and was expanded to a second location In 1961. The precise 
date of termination of this testing is unclear but It seems certain that all 
such testing terminated by the end of fiscal year — 64. 

In .the other documents that were made available this morning, I 
will just mention this part of it that is related to the same area. 

Talking about the same subject matter, it speaks about the 

effectiveness of the substances on individuals at all social levels, high and 
low, native Americans and foreign, and testing has been performed on a 
variety of Individuals within these categories. 

And we have your testimony here. And it is difficult to believe 
you are describing the same situation in all three. 

Dr. Stevens. I think, Senator, this is an attempt to, in brief fashion, 
describe that program. 

We have, as I said, pointed out, made this other information 
available. There was no attempt to conceal it. 

Senator Kennedy. In answer to the questions I put to the Agency 
on September 95, we were told about a drug culture, and that people 
of that culture were invited to a house, ana that the program began 
at one location in 1955 and at another second location in 1961. 

Mr. Duckett. I corrected that to say 1958 is the more likely date. 

Senator Kennedy. Now you say 1958. 

- It would be reasonable to assume, based on what I just read, that 
there were just two instances where those tests were made with indi- 
viduals who are involved in the drug culture. 

It would appear to me that this is a fair and reasonable reading 
of that particular response to my question when in fact the internal 
memorandum describing the same situation talks about the effective- 
ness of the substances on individuals at all social levels, high and 
low, native American and foreign, is of great significance, and test- 
ing has been performed on a variety of individuals within these cate- 
gories. 

Now both of these responses refer to the the same subject. I am 
not a semanticist, but I think that you would find that any fair 
minded person would not feel that you are describing the same 
~ situation. 
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But if you want to try to bridge that particular gap, I would be 
glad to hear you. 

Mr. Duckett. I would like to bridge the gap in the following way : 

As is true of any writing of a brief description of a very, very in- 
volved and complex subject, a subject on which we had far from 
complete information, far from complete records, our statement 
was simply an attempt to allow then for the record a brief summary. 

We are here obviously prepared to answer any and all questions 
the Committee might have and, as Dr. Stevens has pointed out, the 
information which you read was indeed information which we pro- 
vided you. 

Senator Kennedy. The internal document delivered to the Subcom- 
mittees this morning refers to individuals at all social levels, high 
and low, native Americans and foreign. Can you tell us what that 
means? Can you develop that point a little bit? 

Dr. Stevens. I do not know what that means, Senator, in terms 
of this specific program. 

Insofar as I know, and our records indicate, I believe, the un- 
witting programs that were conducted in regard to drug testing did 
take place consistent with the information that we provided nere, 
and consistent then to what the other information that we had, that 
it did involve a Bureau of Narcotics operation in conjunction with 
the Agency undertaken at two locations between 1953 and 1961. 

That broader statement may have included other kinds of tests 
as well. 

I do not know the answer to that. 

Senator Kennedy. In light of what is stated in the Agency’s in- 
ternal document how were you able to draw the conclusion that it 
was a drug culture? 

What additional kind of information or memorandum or docu- 
% ments or interviews did you conduct to be able to refine the internal 
memorandum so that you are able to say the testing involved only 
]>eople within the drug culture, and only in those particular loca- 
tions? 

Can you tell us that? 

Mr. Duckett. Mr. Chairman, I did not do something I should 
have this morning. 

I should have introduced Dr. Robert Chin who is a compatriot 
of Mr. Cary. 

Dr. Stevens.. I think the drug culture reference was sort of poetic 
license taken by the people who were preparing the answers to your 

Q uestions, based upon information that the representatives of the 
tureau of Narcotics had dealt with people who had contacts, who 
were in some way associated with the drug world. 

» Senator Schweiker. How many people might have been involved 

in toto in these programs? 

There was a news report this morning on the radi p - th a t a p p r oxi- 
mately 7,000 people were involved. 

I do not know where they got their information, but I wonder 
if you can give us any guidance, any estimate of how many people 
were involved in these programs. 

Dr. Stevens. Senator Schweiker, I cannot. 

I have no idea. 
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Senator Kennedy. If the Senator would yield, you mentioned two 
locations where unwitting drug testing took place, are you saying 
that you do not know how many people were tested at those different 
locations. 

Dr. Stevens. No, sir, we do not know that. 

Mr. Duckett. Mr. Chairman, the problem is that the documents 
we have are summary type documents, internal memoranda, as you 
have indicated. 

Documents, for example, which would have given results, who was 
responsible, how many, are documents we simply do not have. 

Senator Kennedy. Are you talking about a geographical area? 
Are you talking about a section of the country? 

Mr. Duckett. We are talking about a section of the country at a 
specific location, at least as far as the city is concerned. 

Senator Kennedy. Let us do a little better than that. 

Tell u8 exactly what the word “location” means. Are you talking 
about -premises like this room? 

Are you talking about a city or what? 

Dr. Stevens. When the program began at one location and was 
expanded to another location, it seems that a comparable program 
was set up in a different city in 1961. 

Senator Kennedy. But it is a city and within the city was there 
just one house? 

Dr. Stevens. Yes, sir, that is my understanding. 

Senator Kennedy. Do you know that for certain? 

Dr. Stevens. The indication is it was an apartment. 

Mr. Duckett. I think we can be specific in one case because we 
do know there have been plans to use photographic equipment to 
observe the persons who had taken whatever drugs, and there is an 
indication that the operation was not successful, so it would certainly 
suggest we were equipping what I would presume to be an apartment 
for the purpose or running these experiments. 

Senator Kennedy. Do you know, or are you presuming now? 

Mr. Duckett. I do know there is reference to the fact that a room 
was being equipped with a one-way mirror and camera equipment. 
Ironically, the mirror was broken and never used. 

That would tell me there was a fixed location. 

Senator Kennedy. And the same for the West Coast as well? 

Mr. Duckett. I would assume. 

There was certainly a clear indication that testing was done in 
the Washington, D.C. area. It is far less clear whether it was done 
at various locations or at a central location. 

Senator Kennedy. Where is that mentioned? You said there were 
two locations. 

Mr. Duckett. There are references to testing involving agency 
personnel, and we believe that 

Senator Kennedy. We are not discussing Agency personnel. 

Mr. Ducket. All right, sir. 

Then I will stick with the fact there are indications of only two 
locations. 

Senator Kennedy. What do you mean by social levels, high and 
low, native American and foreign? 
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Does that describe the kind of people that visited these two 
locations f 

Mr. Duckett. No, sir. 

I do not have any basis to state yes or no. 

I can tell you my interpretation of what was meant in the sense 
of the objective. 

These were people who were not of the same character and I would 
presume the experimenter felt that there was a need to see if there 
was a difference in the reactions of a person at the level of the drug 
culture, and a person who might occupy a senior position. 

Senator Kennedy. That is what they were looking for? 

Mr. Duckett. It appears to be. 

Senator Kennedy. So it is safe to say they were using people who 
were not just in the drug culture, but actually the purpose of the 
tests was to experiment with people outside the drug culture? 

Mr. Duckett. Certainly that was the plan. 

Senator Kennedy. Why did you, in answering the questions I put 
to the Agency on September 25, state that this testing involved only 
the drug culture, when you are saying right now that this was not 
the exclusive purpose? 

Mr. Duckett. No, sir. 

It was not. 

Senator Kennedy. Why then did the Agency mention only the 
drug culture in its response to my question ? 

Dr. Stevens. I think the response is 

Senator Kennedy. Do you not agree that the connotation is quite 
a bit different? 

It is entirely different on the one hand, whether you are experi- 
menting with people who are part of the drug culture who were 
using drugs as compared to other people who had no understanding 
or awareness and unwittingly are subject to experimentation by the 
Central Intelligence Agency ? 

Dr. Stevens. Even those within the drug culture were being given 
the drugs unwittingly. _ ~ 

Senator Kennedy. Does that make it any better? 

Mr. Duckett. It is wrong in either case, Mr. Chairman. 

I want to emphasize that, and we are not making any bones about 
it. 

Senator Kennedy. It is wrong in either case, but it does seem to 
me that the Agency’s response indicating that the testing involved 
only individuals associated with the drug culture is a good deal 
different from what is stated in the internal document delivered to 
us today which refers to testing of a cross-section of the American 
people. 

Mr. Duckett. I want to reiterate 

Senator Kennedy. I do not know a poet — maybe you do — who will 
take that kind of license in describing a particular event. 

Mr. Duckett. Senator Kennedy, we are here to answer any ques- 
tions freely, and we certainly do not intend to mislead the public. 

Senator Schweiker. Granted the records have been destroyed, have 
you recently attempted to establish the fact as to what did happen? 

Mr. Duckett. Yes, Senator Schweiker. 
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This is why I asked Dr. Stevens to accompany me today because 
Dr. Stevens has been doing this almost full-time over the past several 
weeks. 

Senator Schweiker. Have you talked to Dr. Gottlieb, Dr. Stevens? 

I understand he is in town. I wonder if you have asked him some 
of the questions we are asking you about the size of the program, 
about the locations, about the regions, the specificity that we are 
getting to today? 

Have you asked Dr. Gottlieb? 

Mr. Duckett. May I respond to that, Senator Schweiker? 

Our ground rules on the subject have been as follows: We do not 
feel it is appropriate, and I believe the Committee on which we serve, 
in the Special Select Committee, agrees fully that we should not 
engage in investigations of persons who are not in our employ, which 
includes retired employees. 

We made one significant exception. We felt we were absolutely 
stymied. We had scheduled a meeting with Dr. Gottlieb after his 
return to the United States. That was cancelled when we learned 
that in fact the Justice Department was undertaking its own inves- 
tigation. 

We felt it would be inappropriate for us to interview Dr. Gottlieb 
under those circumstances and we did not. 

Senator Schweiker. You are pursuing it from two different as- 
pects. They are pursuing it from the aspect of the destruction of 
documents, and we are trying to pursue it I would assume, forgetting 
that the statute of limitations has run out with regard to the charges 
regarding human experimentation — I wonder why you would not 
attempt to find out the facts as guidance for yourself? 

Mr. Duckett. I would like to stress that we did not feel it ap- 
propriate for us to become a part of an investigation of former 
employees. 

We are not challenging the right of any Committee to talk to Dr.- 
Gottlieb. 

Senator Schweiker. Yet you had an arrangement that you would 
do the investigating, you would ferret it out? 

Mr. Duckett. Senator Schweiker, I think we have tried to express 
to various Committees of the Congress that the ground rules of our 
agency have changed markedly since 1973. I cannot do anything to 
change the history before that time. 

But I am telling you arrangements such as that do no longer exist, 
nor does our attitude permit us to do that sort of thing today. 

Senator Schweiker. Maybe the answer is that we will have to 
interview Dr. Gottlieb, then. 

Mr. Duckett. I stress that we do not try to prevent anybody from 
talking to Dr. Gottlieb. 

We did not think it appropriate for us to do so. 

Senator Kennedy. You can see why this is important. 

You find it appears that everybody is either retired so you cannot 
talk to them, or the records have been destroyed so we cannot get 
that information. 

Mr. Duckett. I am sorry this is true, but can I change those facts? 

Senator Kennedy. As Chairman of the Subcommittee on Admin- 
istrative Practice and Procedure, I do not see, quite frankly, why the 



CIA cannot talk to its former employees who worked on a particular 
program within the Agency. I would like to know what your prac- 
tices and procedures are in talking to former employees. 

Mr. Duckett. I would be glad to give you a paper on this subject. 

Senator Kennedy. I think it is just incredible tnat we are looking 
over the history and development of the testing program and you 
can come up here and say, “We do not feel any responsibility to talk 
to anybody,” in spite of the fact that they had been involved in this 
program, what you are saying is, we are not going to talk to them 
about the past, and we are not going to develop that kind of infor- 
mation, even though they may very well be getting a pension and 
the Federal Government is supporting them in any number of ways; 
and it is your feeling that they do not have any responsibility or ob- 
ligation in this. 

Mr. Duckett. You are putting a word in my mouth that I have 
not used — feel no responsibility. 

Our Director, right or wrong, based on the investigations that 
were underway about domestic activities, felt that any attempt to 
investigation in the sense of interviewing former employees, would 
be misconstrued by this very body, and that is why he has not done 
so. 

That is the reason. There is not any lack of responsibility. 

Senator Kennedy. Misconstrued by which body? 

By me or by Senator Schweiker? By whom? 

It is just amazing. 

If Mr. Colby had called up and said, “We would like to testify 
but these records have been destroyed, and a number of the people 
have been retired, do you feel it would have been appropriate for 
us to interview these people.” 

Why could he not have asked that?* 

Mr. Duckett. Obviously, Mr. Chairman, I can only speak from 
my understanding of Mr. Colby’s views. 

I have talked with him on the subject many times. He felt it would 
be misconstrued by many people if he were to start what' appeared 
to be a domestic investigation of prior activities with prior employees. 

That was his view and that remains his view. 

You may question that, and say you do not agree, but that was his 
opinion and still is. 

Senator Schweiker. Of course, if you follow that line of thought 
all you have to do is retire everybody over there, and we will not 
6nd out anything 

Mr. Duckett. I believe our control, I believe the maintenance of 
records is such that a p articular type of event cannot occur again. 

That is our intent. We have tried very hard to make sure such is 
the case. 

I cannot change past history. We all understand what was done 
was wrong, but we Delieve today we have control of that situation, 
and it is certainly the objective of the Director and all of the senior 
officers, including me, to make sure we have procedures where this 
will never again occur. 

Senator Kennedy. What are you doing to follow up on any of the 
people who, wittingly or unwittingly, participated in these pro- 
grams? 
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If you are not going to talk to anybody who had anything to do 
with the program because they have retired, and you have scores of 
people who have been involvd in this’ program, and with all the 
implications of that to them as individuals, to their families and to 
their health, and you say, “We cannot look after it because Jimmy 
Jones who was running that program has retired, and so we cannot 
look after that person.” 

What are you doing? 

Mr. Duckett. We nave no accumulation of names of who these 
subjects were, and I know of no basis upon which we could pursue 
this. 

Senator Schweikeh. I think there is no recourse but to subpoena 
Dr. Gottlieb, and I would strongly urge that this Committee do that. 

We would be derelict in our duty if we do not get this information. 

If you do not feel it is your responsibility to get us this informa- 
tion, I feel it is our responsibility to get it, and we have no recourse 
but to subpoena Dr. Gottlieb. 

Senator Kennedy. Let us continue. 

Dr. Stevens. An agency review of the program reported that in 
a number of instances these subjects became ill for hours or days. 
There was at least one case of hospitalization. The precise date of 
termination of this testing is unclear, but it appears certain that all 
such testing was terminated in mid-1963 when the Agency’s Inspec- 
tor General questioned the activity and recommended that it be 
stopped. This recommendation by the Inspector General and the un- 
willingness of the Director to sanction its continuation effectively 
brought the entire program to a close. 

Although a small program of testing less dangerous materials on 
humans continued until about 1970, it was performed under highly 
controlled circumstances on volunteer subjects. 

From 1966 to January 1973 the Agency conducted a program in- 
volving several different contractors to identify and characterize 
new classes of behavior-affecting drugs that might pose a threat to 
U.S. officials abroad. A phased program was envisioned which would 
consist of acquiring drugs having notable psychomorphic effects, 
screening these materials in laboratory animal tests, and ultimately — 
should a particularly significant compound be identified — perform- 
ing clinical tests with human subjects at the Edgewood Arsenal 
Research Laboratories. Though one compound was identified which 
appeared to pose a significant threat, no testing on humans was sup- 
ported by the CIA as the program ended before necessary prepara- 
tory studies had been completed. 

Current programs on behavioral research and experimentation 
N are limited to developing improved ways to identify people partic- 

j ularly suited to perform specific tasks, to investigating various 

polygraph countermeasures and the remote collection of physiological 
information. 

These programs involve human subjects, but none of them in- 
volve drugs. The conduct of these activities by agency contractors 
meets Department of Health, Education and Welfare guidelines. 

Such programs undergo a number of internal reviews culminating 
in the notification of the Director and obtaining his specific approval 
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process ensures both the substantive technical review of proposed 
research and its consideration at levels which ensure that broader 
perspectives are taken into account. Prior to obtaining approval at 
the initial levels, the contractor must provide for review, a human 
subjects package including the experimental protocol, the disclosure 
form explaining the experiment to the subject, the subject consent 
form, and the findings of the contractor’s institutional review board. 

To assure adherence to the proposed procedures and continued 
protection of the subjects, all contracts involving human subjects 
contain the following language: 

The contractor will assume responsibility for adhering to established and 
accepted professional, ethical, and legal practices In the use of human subjects 
for research purposes. This will Include the maintenance of medical confiden- 
tiality of the Individual subjects’ records and the maintenance of anonymity 
in data forwarded to the sponsor. 

Mr. Chairman, the CIA is now involved only to a limited extent 
in human-use experimentation. We believe we have taken necessary 
actions to prevent the recurrence of past mistakes and that our pro- 
grams in these areas are and will be conducted on a sound basis to 
meet the questions which are raised in the use of human subjects. 

In closing, Mr. Chairman, we have no objection to subjecting our 
activities in this field to external reauirements to assure that there 
is adequate protection of the individual involved. 

Mr. D uckett. Mr. Chairman, that completes our prepared state- 
ment. - 

Senator Kennedy. How did the records on this whole program 
come to be destroyed? 

Mr. Duckett. I can only tell you that the information that we 
have, in fact, uncovered suggests that documents were destroyed by 
the individuals who were directly involved in the program on in- 
struction from Dr. Gottlieb. 

Senator Kennedy. And you do not know who gave him the in- 
struction? 

Mr. Duckett. The indications are in the handwritten note of one 
of the individuals who was involved, that he was told by Dr. Gott- 
lieb — he did not personally hear this— that Mr. Helms, the Director 
at the time, gave him the instruction. 

Senator Kennedy. I notice in CIA’s answers to our questions that 
the Technical Services Division sponsored research on human sub- 
jects was confined to a Massachusetts hospital, State Hospital, Nar- 
cotics Addiction Hospital, biological addiction laboratory in New 
York, possibly a clinic in Michigan City. 

Did these institutions know that the CIA was the funding source? 

Do you know? 

Dr. Stevens. My understanding is, Senator, that the researcher did 
not know that was the case but the funds made available for that 
were handled through an intermediary, so indeed there was limited 
knowledge. 

Mr. Duckett. We would expect in most cases the head of the in- 
situation was not aware. 

Senator Kennedy. I do not have any further questions, but I 
would just like to make this comment. 

As you gentlemen well understand, in any kind of security agency 
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such as CIA, it is going to be very difficult if not impossible for the 
Congress to perform its oversight function, to have a complete aware- 
ness and understanding of all the various kinds of programs that 
are taking place, and tragically and unfortunately, we And these 
instances after the fact, when either through documents or individ- 
uals, these matters come to the surface. 

Even though much of the material and information that we have 
gathered through the course of these hearings this morning related 
to activities that took place a number of years ago, we want to make 
exceedingly sure that it never happens again, and I believe that you 
feel that way. 

Mr. Duckett. Mr. Chairman, I assure you we share that view com- 
pletely and absolutely. 

Senator Kennedy^ We believe that the best possible legislative 
response that we can make— I think all of us know you cannot legis- 
late every possibility — is to pass this legislation which you have 
agreed that the Agency itself can live with. 

We emphasized the differences in CIA’s responses to our inquiry 
for the important reason that I think it is imperative that we under- 
stand the dimension of this particular program of testing on unwit- 
ting citizens. 

We have had other witnesses here who have testiAed that the De- 

{ >artment of Defense individuals tried for years to get medical fol- 
ow up, and they were unable to do so until relatively recently. 

I think it is imperative that we know thoroughly the magnitude of 
these problems so that the American people understand how broad 
and how widespread these types of experiments on American citizens 
were without their knowledge or understanding, and the failure of 
any kind of medical follow up, and all the implications to their 
psychological and medical well-being. 

This is exceedingly important, that is why we are pressing these 
matters forward, ana why we want to And out to the extent we can 
And out — perhaps we cannot— the magnitude of this particular issue. 

This is, quite frankly, why we spent the time on this particular 
aspect of the difference in responses provided by the Agency to pri- 
marily the same questions that we asked in writing on September 
26 and again this morning. 

I want to thank you for coming. 

Senator Schwzxker. I have a question. 

Dr. Stevens, I am a little bit puzzled here. 

You say now the program began probably back in 1953. It must 
have been then because I)r. Olson’s death was in 1953. 

As a result of Dr. Olson’s death — you described Dr. Olson’s death 
in your statement: 


The tragic death of Dr. Olson, aa you well know, resulted from an early 
_ unwitting test In which a number of people were given LSD without their 
prior knowledge. This unfortunate experience served, however, to emphasise 
the uncertainties associated with using drugs on the basis of clinical testing 
alone and demonstrated the need for investigating the differences between 
clinical and operational administration of drugs. 

I understand on February 10, 1954, some 4 or 5 months. after Dr. 
Olson’s death, Alan Dulles sent a memorandum to the Chief, Tech- 
nical Service Division, saying in essence, this is to advise you that 
I consider the unwitting application of LSD in experiments with 
which I am familiar to nave been an indication of bad judgment 



My question is: Why on earth did we not only continue this pro- 
gram for 10 years after that, but we even extended it to other parts 
of the country ? 

Here is a letter reprimanding somebody for what happened, yet 
the program on unwitting subjects continued for 10 years. 

I am very puzzled by that. 

Mr. Duckett. May 1 try to answer that, Senator Schweiker. 

I think the straightforward answer has to be this. 

I have seen the letter to which you refer. In fact, there were two 
such letters. I cannot give you any satisfactory answer as to why 
the program continued. 

I simply cannot explain it. 

Senator Schweiker. Tour records confirm that he reprimanded 
two—— 

Mr. Duckett. Yes, sir; two different employees. 

Senator Schweiker. He was upset, concerned, and took direct issue 
with the Chief of the Technical Services staff at that time? 

Mr. Duckett. Yes, sir. 

Senator Schweiker. Yet the program continued for 10 years, and 
also continued completely on the same principle of using unwitting 
subjects in both of the East and West Coast areas. 

It really boggles the mind as to just what went on. 

Mr. Duckett. I can confirm what you say, Senator Schweiker, and, 
again, I repeat I can offer no satisfactory explanation for that at all. 

Senator Schweiker. How did it finally end? 

How did this perpetual motion machine finally get stopped? 

Mr. Duckett. I believe Dr. Stevens indicated that there were two 
steps in that process, and I would prefer that he go back to the dates 
with which he is more familiar. 

Dr. Stevens. The ending of that program came with the inspector’s 
review of the program in 1968, and the very clear recommendation 
that it be stopped. 

Senator Kennedy. On the points that you make here about it never 
happening again, as you are well aware, following the Olson tragedy, 
your general counsel in writing to the IG stated : 

I am not happy with what seems to me a very casual attitude bn the part 
of T88 representatives to the way this experiment was conducted and to 
their remarks that this is Just one of the risks running with scientific experi- 
mentation. I do not eliminate the need for taking risks, but I do believe, 
especially when human health or life Is at stake, that at least the prudent 
reasonable measures which can be taken to minimize the risk mnst be taken 
and failure to do so Is culpable negligence. 

So you had the Olson tragedy, you had the general counsel point- 
ing this matter up, indicating that the Agency is really on notice 
that it is not going to happen again, after the Olson tragedy, and 
nonetheless, we find even after that we see that the commencement of 
additional kinds of tests resulted in other tragedies.^, 

Mr. Duckett. Let me just reiterate that I do not disagree in any 
way with the fact, that I am very surprised that the events unfolded 
as they did. 

I have been responsible for experimentation in the Agency for the 
last several years, and my attitude is, I can profoundly state, by no 
means would we participate in those kind of activities. 

Senator Schweiker. I did not read the second paragraph of the 
letter, and I think that is almost as upsetting. 
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Paragraph 2 says: 

The purpose of this memorandum is to notify you officially of this con- 
clusion and to advise you to take all appropriate steps to Insure a careful 
-review within TSS of all experiments. The Deputy Director, Plans, has been 
instructed to constitute a review board composed of the appropriate officials 
from within the agency periodically to review TSS research experiments. 

I suppose my question is: Was such a review board set up, and 
what happened to it? 

Mr. Duckett. I have to answer that I can further research that 
point but from my personal knowledge I do not know whether the 
board was established. 

Senator Schweiker. There appears to be no indication that such 
a board was established. 

Mr. Duckett. I know of no record that suggests it existed, but I 
can look further into the matter. 

Dr. Stevens. However, their activities were regularly reviewed 
within the organization, but whether a special board was established, 
we do not know. 

Senator Kennedy. Who reviewed it? 

Mr. Duckett. The indications are that the review took place up 
to the level of the deputy director for plans under which that organi- 
zation was then assigned. That has subsequently been reassigned to 
my Director. 

Senator Kennedy. And it still continued even with the review ? 

Mr. Duckett. Yes, that appears to be the case. 

Senator Schweiker. I wonder if this is not a perfect illustration 
of what we learned to call plausible deniability. 

It just seems to me we have the letter saying it should be stopped, 
and yet for 10 years it went on, a kind of perpetual motion. 

I wonder if plausible deniability was not really the purpose of this 
letter. It seems to me inconceivable that a director could issue a letter 
like this and program then be broadened in terms of scope, regions, 
and substance. 

Mr. Duckett. We tried to review some of the procedures in our 
Agency, and the term plausible deniability we do not use anymore. 

Senator Schwihkeh. i commend you for that, and I was frankly 
sorry to see Mr. Colby handled in the way that he was because I think 
he was trying to make some honest institutional reforms in the Agen- 
cy and had accomplished thtyn. 

I think some of these problems were well on the way to being 
worked out. _ 

I personally feel Mr. Colby got a fast shuffle, and I regret that this 
happened. 

To me, here is a classic case of plausible deniability. 

Mr. Duckett. I think you would agree with me, Senator Schweiker, 
that I am not prepared to comment on your statement. 

Senator Kennedy. At this point we would like to make available 
to the press the two sets of answers from the Agency. 

They have been sanitized by the Agency. They still have a classifi- 
cation mark. 

Mr. Duckett. I think that was all taken into consideration pre- 
viously. 

[The prepared statement of the Central Intelligence Agency fol- 
lows:] 


70-026 0 - 78-19 



284 


CENTRAL INTELLIGENCE AGENCY 

STATEMENT BEFORE 

SUBCOMMITTEE ON HEALTH 
COMMITTEE ON LABOR k PUBLIC WELFARE 

AND 

ADMINISTRATIVE PRACTICE k PROCEDURE SUBCOMMITTEE 
COMMITTEE ON THE JUDICIARY 

UNITED STATES SENATE 
7 NOVEMBER 1975 




) 




285 


Mr. Chairman, we are pleased to be provided this opportunity to testify 
in connection with S. 2515, a bill to amend the Public Health Service Act to 
establish the President's Commission for the protection of human subjects 
involved in biomedical and behavioral research, and for other purposes. 

We share your concern over the ethical dilemma raised by human 
experimentation and support the underlying objectives of the legislation** 
to assure an interdisciplinary approach to resolving the problem, and to 
assure that informed consent exists and there is adequate protection of the 
individuals involved . 

Later on, we intend to summarize the past Agency activities in this field* 
While there is no desire on our part to excuse any such activities which may 
have violated the important premises upon which your bill rests, Mr* Chairman, 
I do, however, want to make it clear that for some time it has been our policy 
that informed consent be obtained and adequate protection provided for 
individuals involved in biomedical and behavioral activities which we sponsor • 

For this reason, we have absolutely no objection whatsoever to subjecting 
Agency activities in this field to this legislation, nor do we have any problem 
in providing the Commission established under your bill with appropriate 
access to information relating to our activities and, of course, we will 
adhere to whatever guidelines are issued by the Commission. 
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The Agency’s current activities in biomedical and behavioral research 
are and should be limited to the Agency's essential foreign intelligence mission. 

As a result# most of this research is inextricably related to areas which# if 
disclosed publicly# would adversely impinge upon other activities of the Agency# 
where success depends upon secrecy. Therefore# a necessary condition 
attaching to Commission access to such information is the need to protect 
that information from public disclosure and assurance that it will not be 
disclosed without prior consultation with the Agency. 

We are certain that suitable procedures regarding this matter canbe 

worked out with the Commission. However, in the interest of assuring that 

# 

these fundamental security needs are met# we have a number of recommendations 
with respect to the legislation on this and other matters which I propose we 
submit for the record for later consideration by the Committee . If this bill is 
approved# I would like to ask your indulgence# Mr. Chairman# to permit our 
respective staffs to work together on certain technical adjustments in the 
language of the bill# in light of the fact that# for the most part# we have been 
concentrating our efforts in supplying information to the Committee on our 
activities in this field . 

However# I think it appropriate to point out one aspect of the bill which 
we do believe should be adjusted and that has to do with placing the Director 
of Central Intelligence on the Presidential Commission. 

It lit recognised that the essential purpose for placing the Director 
on the Commission was to facilitate the Commission's review of unusually 
sensitive research activity. As I have previously indicated, we would have 
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no constraints under appropriate security procedures in providing access to 
our activities in the field covered by the legislation. Therefore , if that is • 
the principal reason for placing' the Director on the expanded membership 
of the Commission, it would be an unnecessary step. Moreover, the Agency's 
programs in these areas are limited and therefore his presence would not have 
any significant impact in upgrading the importance of the work of the 
Commission. 

We also believe that there are other positive reasons why the Director 
should not be a member of the Commission. First, he has no particular 
expertise or program responsibility which would substantively contribute to 
the establishment of guidelines for" policing human~use experimentation in 
the United States. Secondly, the public interest, we believe, would be best 
served by conserving the Director's time for his principal statutory duties 
In the foreign intelligence field. 

I do no.t have any further comments on your bill, Mr. Chairman, except 
to say that in light of the limited size and scope of the Agency's current and 
foreseeable activities in the biomedical and behavioral research field, we 
defer to the views of the departments and agencies more directly and deeply 
affected. 


J 
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Mr* Chairman, at this point we would like to sketch briefly for your 
Committee the nature of CIA activities which have in one way or another 
involved human experimentation. 

As you know, the Agency has been working with your Subcommittee 
staff to piece together a full story on the Agency's past programs. Our 
records covering a significant portion of these activities were destroyed in 
January 1973 and for that reason, it is not possible for me to provide a 
fully detailed account. Nonetheless, this testimony along with the materials 
provided to the Subcommittee staff, should meet the requirements of today's 
hearing on the bill under consideration . 

The Agency has had an interest in behavioral studies since its 
establishment. The problems of understanding, anticipating, and in some 
cases • affecting human behavior are key to the intelligence business . 

This interest was particularly acute in the late 1940's and early 1950's ~ 
as we witnessed the bizarre confessions of Hungarian Cardinal Mindszenty 
and others and the "brainwashing" of POW's during the Korean war. Indies 
tions that drugs had been employed in these cases were augmented by 
evidence that Soviet Bloc intelligence services were developing and using 
drugs to influence behavior. Moreover, it was reported from Europe that 

a new family of chemicals had been isolated by chemists working with 

* 

fungal infections found in moldy grain which had tremendous mind~bending 
properties; the best known of these chemicals, is of course, LSD. There 



was a natural concern that the Soviet KGB might have developed an early 
interest and competence in the use of these exotic drugs to our great 
disadvantage. Agency programs were, therefore, instituted to study the 
nature and effects of these new materials with a view toward developing 
ways to protect United States personnel against them as well as developing 
a capability for their operational use if the investigation justified it. 

The Agency collected foreign intelligence on developments abroad 
and reviewed related publications and activities of American Government 
and private institutions. When the Agency learned of research or 
activities particularly relevant to the Agency's mission or concern, efforts 
were made to get access to the results of such work and, frequently, to 
consult with the contractors themselves . 

By 1953, this activity led to the establishment of a fairly large 
and complex external research program which ranged from basic research 
on lysergic acid and other compounds to extensive testing and experimentation. 
More than thirty different universities and institutions were involved in this 
program. Basic work included chemical studies, tissue studies, and toxicological 
investigations . Testing on animals and human volunteers then followed. 

There was by tills time a growing body of technical literature on the effects 
of LSD on humans. As the program developed, new materials and techniques 
for influencing behavior were also investigated. A significant feature of 
this effort was the use of covert funding techniques to protect the nature of our 
foreign intelligence concerns • 
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. For the most part* human-use experiments were conducted 
by other Federal agencies or private institutions with the security of 
Agency interest being protected through the use of intermediaries . More 
often than not* die contractors were already studying the field. Our support 
enabled them to expand their work to meet our interests. In most cases, 
the results were published. It is our understanding that the experimentation 
or testing performed by the contractors followed accepted guidelines for the 
protection of human subjects. 

From 1953 to 1962, for example, the Agency, through a contract 
with the National Institute of Mental Health, tested various drugs including 
hallucinogenics on volunteer subjects at the NIMH Addiction Research Center 
in Lexington, Kentucky. In this case, the Office of Naval Research was the 
funding intermediary . The actual testing was performed by NIMH personnel • 
A major aim of the project at Lexington supported by the Agency was to find 
a synthetic drug as safe, or safer than codeine. Agency participation ceased 
when project goals were achieved . 

Although Agency records are unclear, there are indications that 
drug familiarization or training involving the administration of drugs to 
volunteer and fully willing CIA employees also took place. Experiments 
using hypnosis were conducted with volunteer Agency employees. 

Those invol ^ed in drug research programs were impressed with the 
fact that ixe effects cif drugs observed under controlled conditions were apt 
to be quite different from those obtained in a real operational situation. 
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From this apparently grew the clearly felt need for testing in more 
realistic circumstances with unwitting subjects . This was an extremely 
unfortunate phase of the program. It did, nevertheless, seem necessary to 
those trying to determine such things as whether or not a CIA officer could 
be trained to spot evidence of a drugging should it occur and to resist 
efforts to exploit his drugged state, or whether drugs might be used to 
subtly lower the reserve and inhibitions of hostile intelligence officers without 
their detecting it. 

The tragic death of Dr. Olson, as you well know, resulted from an 
early unwitting test in which a number of people were given LSD without 
their prior knowledge . This unfortunate experience served , however , to 
emphasize the uncertainties associated with using drugs on the basis of 
clinical testing alone and demonstrated the need for investigating the 
differences between clinical and operational administration of drugs. 

In an effort to simulate operational conditions , the Agency worked 
through the Bureau of Narcotics from circa 1953/54 to 1963 to test the effects* 
of certain drugs including LSD, on unwitting subjects in social situations. 

The details of this testing are not in our records, but it appears that individuals 
were administered drugs, without their knowledge in r.ormal social situations, 
to study their behavior. The individuals departed the test site when they 
were ready to do so. No follow-up or monitoring was normally possible. 

This program began in 1955 at one location and was expanded to another 
location in 1961 . An Agency review of the program reported that in a number 


7 



292 


of instances these subjects became ill for hours or days. There was at least 
one case of hospitalization. The precise date of termination of this testing is 
unclear, but it appears certain that all such testing was terminated in mid-1963 
when the Agency's Inspector General questioned the activity and recommended 
that it be stopped. This recommendation by the Inspector General and the 
unwillingness of the Director to sanction its continuation effectively brought 
the entire program to a close . Although a small program of testing less dangerous 
materials on humans continued until about 1970, it was performed under highly 
controlled circumstances on volunteer subjects . 

From 1966 to 1973 the Agency conducted a program involving 
several different contractors to identify and characterize new classes of 
behavior* affecting drugs that might pose a threat to U.S. officials abroad. A 
phased program was envisioned which would consist of acquiring drugs having 
notable psychomorphic effects, screening these materials in laboratory animal 
tests, and ultimately -- should a particularly significant compound be identified — 
performing clinical tests with human subjects at the Edgewood Arsenal Research 
Laboratories . Though one compound was identified which appeared to pose 
a significant threat, no testing on humans was supported by the CIA as the 
program ended before necessary preparatory studies had been completed. 

Current programs on behavioral research and experimentation are 
limited to developing improved ways to identify people particularly suited 
to perform specific tasks , to investigating various polygraph countermeasures 
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and the remote collection of physiological information. These programs 
involve human subjects# but none of them involve drugs. The conduct 
of these activities by Agency contractors meets Department of Health # 
Education and Welfare guidelines . 

Such programs undergo a number of internal reviews culminating 
in the notification of the Director and obtaining his specific approval if the 
research goals involve influencing human behavior. This review process 
ensures both the substantive technical review of proposed research and its 
consideration at levels which ensure that broader perspectives are taken into 
account . Prior to obtaining approval at the initial levels , the contractor 
must provide for review a Human Subjects Package including the experimental 
protocol* the disclosure form explaining the experiment to the subject, the 
subject release form# and the findings of the contractor's Institutional Review 
Board. 

To assure adherence to the proposed procedures and continued 
protection of the subjects, all contracts involving human subjects contain 
the following language: 

•The contractor will assume responsibility for adhering 
to established and accepted professional, ethical, and legal 
practices in the use of human subjects for research purposes. 

This will include the maintenance of medical confidentiality 
of the individual subjects' records and the maintenance of 
anonymity in data forwarded to the sponsor . 11 

Ur. Chainr.'in, the CIA is now involved only to a limited extent 
in human-use experimentation. . We believe we have taken necessary actions 
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to prevent the recurrence of past mistakes and that our programs in 
these areas are and will be conducted on a sound basis to meet the 
questions which are raised in the use of human subjects . 

In closing, Mr. Chairman, we have no objection to subjecting 
our activities in this field to external requirements to assure that there 
is adequate protection of the individual involved. 
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CENTRAL INTELLIGENCE AGENCY 

Washington, D.C. 20505 


1 March 1976 


Senator Edward M. Kennedy, Chairman 
Subcommittee on Administrative Practice 
and Procedure 
Committee on the Judiciary 
United States Senate 
Washington, D. C. 20510 

Dear Mr. Chairman: 

Enclosed is one copy each of Agency documents which have been 
declassified to complete the Subcommittee's Record relating to the 
testimony of Mr. Carl Duckett on 7 November 1975. 

The Justice Department, by letter dated 26 January 1976, from 
Mr. Richard L. Thornburgh, Assistant Attorney General, to Mr. John Warner, 
General Counsel, interposes no objection to the providing of these documents. 
The name of the Agency employee referred to by Mr . Thornburgh in his 
letter has been deleted . 

This completes the submission of Agency material requested. 

Sincerely, 


Robert Chin 

Associate Legislative Counsel 





KK'SOttAtcliuK fOTl: >!r. 

StlftJKCT : HKULlTsA 


X • A jnef3o«.*r.ndtr>a dated f# January 197 f# froM^ • 

I Acting Director of the Office of 
con t a in s IHfe following paragraph: . 

MKUJ/fUA files* mid correspondence no longer exist. 
-Seven boxes of MKUl.TJtA progress reports were recalled 
fro:* the Archives and destroyed cm 31 January 1973 at 
the instruction of Dr. /then Chief of. TSD* 

. 2. A description of KUlii.YKA is attached. 


Declassified by 26895 
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Project MKULTRA was an umbrella project for funding 
sensitive projects in TSD/DDP (as then styled) approved by AUcn 
Dulles on 3 A pr il ig 53>f Cryptonym MKDELTA covered DDF policy 
and-procedure for use of biochemical* in clandestine operations, 
being established 20 October 1952, part of which (the subject of this 
memorandum) was funded and handled under MK ULTRA* 

This activity was inspected by the Inspector General in 1953* 

* It was found that over the preceding ten year period the program. 

bad explored avenues of control of human behavior involving such 
subjects as radiation, electro -shock, psychology, psychiatry, * 
sociology and anthropology, graphology, harassment substances, 
and paramilitary devices and materials* At the time of the inspection 
in 1963 TSD doctrine was described as being to the effect that testing 
of materials under accepted scientific procedures does not disclose 
the full pattern of reactions that may occur in operational situations, 
leading to TSD 1 * initiating a program in 1955 of covert testing of 
materials on unwitting U»S» citizens* 

The project was compartxn anted and funded through sterile 
channels, employing pharmaceutical houses, specialists, hospitals 
and federal institutions, through which a search was conducted for 
new materials, (e*g* psylocbin from Mexican mushrooms; a fungi 
occurring in certain crops)* The second phase involved testing 
on voluntary participants. The final phase involved application to 
unwitting subjects in normal situations commencing in 1955 under 
. an informal arrangement with individuals in the Bureau of Narcotics, 
under which two of its employees on the West Coast conducted tests* 

A similar arrangement was made for the East Coast in 1961* 

• • * ’ . ■ • ■’•* . . 

In a number of instances the test subject became ill for hours 
or days, including hospitalisation in at least one case,. While 
evaluations indicated some operational value in the tests, it was* 
noted that scientific controls were absent^ in addition to the basic - 
ethical problem* 

It is understood that the unwitting testing was suspended 
following the inspection although other aspects of the program 
continued, with annual decreases in funding until the program 
was phased out in the late 1960s* 


17 January 197s 
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~~~ ’ • 17 January 1975 

MEMORANDUM FOR THE RECORD ; 

SUBJECT: MKULTRA 


1. Tho following represents the bestjof jny • . 

unaided recollection regarding the MKULTRA 'program.. t *. 
I was first briefed on it in 1962. At that.ti.me it ' 
was' in the process of a significant decrease in 
activity and funding. As ~f continued to 

decrease funds significantly each year until the V 
program was phased out' in the late 1960’s. ; 

m , * * • > . * 

2. MKULTRA- v?as a group of projects most of - ‘ 

which dealt with drug or counter-drug research and' * 
development. The DC1 and the DDF were kept informed 
on the program via annual briefings by C/TSD or his 
Deputy. -Most of the R&D was externally contracted •• 
and dealt with various materials which were purported 
to have characteristics appealing for their covert 
or clandestine administration under operational •* < .. 
conditions. The objectives were behavior control, ■ . 
behavior anomaly production and counter-measures > '• 

.for opposition application of-* similar substances ►. • 

Work was pe rformed at U.S. industrial, academic, and' : 
.governmental research facilities. ( 

I Testing was usually 
done at such time as laboratory work was successfully 
completed and was often carried out at such facilities 
as. the U.S. Drug Treatment Center in Frankfort, Ky. . 
and the California) State Prison ,in Vacaville- | In V* 
all cashs that I am aware of, testing was done using 
volunteer inmates who were witting of the nature of 
the test program but not the ultimate sponsoring 
organization. ■ ,. 




• * r 

4. Over my stated objections the^MICULT Mr /files 
were destroyed by order of the DCI (Mr. Helms f shortly 
before bis departure from office. . • 


Heclassifiei 26805 
1 March 1976 • 


1 BEST COPY HUMBLE 
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6 January 19 7 S 


MEMORANDUM FOR; Acting Director, 
SUBJECT: MKULTRA Files 


Per instructions from Dr. | former- 

Chief /DDP/TSD, all MKULTRA files, branch files - 
and those retrieved from' archives, were destroyed • 
on 31 January 1973. . (see attached) To the b.est * . 
of my' recollection the MKULTRA projects were 
terminated in 1966 or 1967. 1 have no knowledge * 

of the ULTRA type materials having been used 
operationally against US Citizens. 


' t ' 

Declassified by 2689S 

1 March 1976 • 

* • . 
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Senator Kennedy. We will hear next from our last panel, General 
Kenneth Dirks, Assistant Surgeon General for Research and Devel- 
opment, Lieutenant Colonel William Wisecup of the Air Force, and 
Captain C. E. Brodine of the Navy. 

General Dirks, do you wish to start? 

Do you solemnly swear the testimony you are about to give will be 
the truth, the whole truth and nothing but the truth ? 

(The witnesses indicated affirmative responses.) 

Senator Kennedy. We will start with you, General Dirks, if you 
wish to begin. 

STATEMENT OF BRIG. GEN. KENNETH R. DIRKS, M.D., TT.S. ARMY, 
ASSISTANT SURGEON GENERAL FOR RESEARCH AND DEVELOP- 
MENT; LT. COL. WILLIAM G. WISECUP, U.S. AIR FORCE, PROGRAM 
MANAGER, DIRECTORATE OF LIFE SCIENCES, OFFICE OF SCIEN- 
TIFIC RESEARCH; CAFT. C. E. BRODINE, U.S. NAVY, COMMANDING 
OFFICER, NAVAL MEDICAL RESEARCH AND DEVELOPMENT COM- 
MAND; AND MAJ. LEO F. JAROSZEWSKI, EXECUTIVE OFFICER, 
DIRECTORATE OF PROFESSIONAL SERVICES, AIR FORCE SURGEON 
GENERAL'S OFFICE, WASHINGTON, D.C., A PANEL 

General Dirks. Mr. Chairman, members of the committee, I am 
pleased to appear before you to comment in behalf of the Depart- 
ment of Defense on bill S. 2515, cited as the President’s Commission 
for the Protection of Human Subjects of Biomedical and Behavioral 
Research Act of 1975, and to provide testimony concerning the fol- 
lowup of subjects of LSD drug testing in the chemical warfare de- 
fense program. 

The Department of Defense generally favors the objective of S. 
2515. We would point out, however, that the present National Com- 
mission for Protection of Human Subjects of Biomedical anchBeha- 
vioral Research established by Public Law 93-348 has been highly 
productive. As you may be aware the DOD appointed a representa- 
tive to interface with the National Commission in March 1975. This 
representative is from the Army Surgeon General’s Office. He has 
already had considerable contact with the Commission staff over the 
last 7 months. The Commission staff has been provided with detailed 
information on DOD policies and programs. We do not believe, there- 
fore, that the establishment of another similar commission would 
be appropriate at this time. 

Senator Kennedy. General, we are not proposing the creation of 
another commission. 

We are just attempting to broaden the jurisdiction of the existing 
Commission to include the CIA and the DOD. Do you have any 
-problem with that? 

General Dirks. We have no objection to having our programs made 
fully available to such a commission. 

In fact, we welcome that opportunity. 

We believe that any legislative initiatives concerning Federal reg- 
ulation of research involving human subjects should not be taken 
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until the present Commission has made its recommendations to the 
President and the Congress as required by Public Law 93-348. 

Senator Kennedy. Given the situation at the present time, as you 
understand the Commission’s function as an ongoing advisory com- 
mission, all that we are hoping to accomplish is to include the CIA 
and the DOD under the Commission’s oversight. 

Do you endorse that concept? 

I am sure you have particular suggestions to offer, but we have 
heard the CIA endorse it and say they can live with it. 

I am just wondering if there is any reason why you cannot. 
General Dirks. The continuation of this function is certainly sup- 

i iorted by the DOD. It is our position, Mr. Chairman, that better 
egislation can probably be prepared after the present Commission 
makes its report and recommendations. 

Senator Kennedy. So long as the present Commission is in, is there 
any reason why CIA and DOD should not be included? 

You can always alter the legislation — we are doing that for HEW. 
The CIA has indicated that it is prepared to live with it and all 
we are asking is whether you are as well. 

At some time we have to know whether you can or cannot. 

It is not an unreasonable question to ask. That is the subject of 
our hearing. 

General Dirks. At the present time, Mr. Chairman, we are cer- 
tainly prepared to live with it, and we are presently making all of 
our information available to the Commission. 

Senator Kennedy. I know if we pass this legislation you will have 
to live with it, but I find it difficult to understand the reluctance. 

I understand that there may be changes or adjustments. The CIA 
has indicated some, but it is difficult for me to understand if the 
CIA can live with it, why the DOD cannot live with it. 

General Dirks. I do not think our position is that we cannot live 
with it. 

Our position is we believe it is premature at this time to proceed 
with legislation. 

Senator Kennedy. For the protection of human subjects in re- 
search that is being financed and supported by the Department of 
Defense? 

General Dirks. In terms of protecting the rights of human sub- 

J 'ects, we are certainly fully in accord with the principles which 
tave been enunciated in past legislation and the principles which 
are included m the proposed bill. 

We have no problem with that. We simply suggest, respectfully, 
that the legislation may be more effectively prepared after the cur- 
rent Commission has had an opportunity to complete its work and 
its report and recommendations. 

Senator Schweiker. What troubles you about it? 

I have trouble understanding why DOD opposes it. 

What really, mechanically, structurally, or procedurally, are you 
doing now that this would obviate? 

General Dirks. Let me try again to explain. 

We do not oppose the legislation, but at this time we think 

Senator Schweiker. You just do not like it. 

General Dirks. We think it is just premature. 
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Senator Schweiker. Why? 

General Dirks. It will not change our mode of operation as pres- 
ently drafted. 

Senator Schweiker. Why do you not like it? 

Senator Kennedy. It is a nice bill. 

[Laughter.] 

General Dirks. I find it difficult to justify having established a 
commission a year ago with a specific charter, and then not to await 
the work of that commission before proceeding with further legisla- 
tion. 

I recognize certainly that it is one possible course of action. 

Senator Schweiker. Could we not dovetail those things? 

General Dirks. It certainly could be done. 

Senator Schweiker. I do not think that they are incompatible. 

It seems to me that they could supplement the efforts and I just 
have trouble understanding it. 

General Dirks. May I proceed, Mr. Chairman? 

Senator Kennedy. I do not mean to hammer away on it, but you 
understand what we are interested in is the protection of human 
subjects. 

General Dirks. I fully understand that, Mr. Chairman. 

Senator Kennedy. We have seen over a period of time that some 
of this experimentation is done by HEW, some by DOD, some by 
CIA or other agencies, but really in terms of the individual it does 
not make any difference at all. 

But the individuals who are subjects of experimentation need pro- 
tection, and they need assurances in terms of kinds of medical atten- 
tion while they are the subjects of this kind of experimentation and 
medical follow up. 

It is just extremely difficult, I am sure, for any American to 
understand why if they participate in such a program that is spon- 
sored by HEW, that they cannot be at least assured of adequate 
protections. 

If they are sponsored by CIA, they know that there are adequate 
protections as established by the panel, but DOD is reluctant to 
participate. 

That is something that is difficult, I think, for us to understand. 

You have indicated you were prepared to comply with it if we 
pass it. 

I have indicated that you are prepared to draw up your own 
standards which you think will do the job, but it is exceedingly 
difficult to understand and comprehend why for the benefit of your 
people in your shop they cannot interact with those of HEW and 
CIA, so we can get the best program, rather than have little bits and 
pieces. 

That is the reason we are pressing you hard on this issue. 

I am sure you understand it, but I think, looking over your re- 
sponses, you probably are unwilling to go further than you have. 

Senator Schweiker. I would like to say this is the heart of the 
issue, and I am still having trouble understanding from General 
Dirks exactly what the problem is. 

You have your own commission that you appointed, which was 
set up October 8. They are going to report back on military testing. 
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What is so incompatible with another commission which will have 
ongoing permanent oversight and simply provide the input which 
your commission has. and feed that input into the ongoing permanent 
commission ? 

They are two separate things— apples and oranges — one is a one- 
shot look at military investigations, which I am sure the oversight 
group would probably be delighted to have and make use of. 

I do not see they are opposed in any sense. My question is: Are 
you opposed to tne concept of putting military testing under a 
civilian group? 

Is that what your opposition really is? 

General Dirks. Indeed not, Senator. 

We have participated already in this program and are providing 
all our information to the commission. 

Senator Sciiweiker. But you are not covered by it because it does 
not cover the military agencies. 

This bill would cover you. 

General Dirks. Wc are at the moment not required by existing 
legislation to participate in the active sense or covered by it, as you 
say, Senator, but the fact is that we do subscribe and do diligently 
and conscientiously attempt to comply with all of the present re- 
quirements in the law and all of the stipulations by the. commission 
in pursuit of our programs. 

Senator Sciiweiker. Arc you objecting to being covered by it? 

General Dirks. Ultimately, no, we certainly are not. 

Senator Sciiweiker. I suppose we have a communications gap. I 
do not understand your objection. 

General Dirks. I think we have in existence now a national com- 
mission which is ably dealing with what amounts to a first try to 
bring under its umbrella a major part of biomedical and behavioral 
research in this country. 

We with the present legislation arc asking to impose a respon- 
sibility on that commission for an expanded role and an additional 
responsibility for overseeing a much larger segment of biomedical 
and behavioral research. 

I onlv raise the question: Is this wise at this time? 

Should we not have a report from that commission as to how it 
feels about its capability to manage the volume of work on research 
that comes before it for review at the present time before expanding 
its responsibilities? 

Senator Sciiweiker. The commission that you have will not be 
binding on your part. 

In other words, you have an Army volunteer program study group. 

One: You would not be bound by its recommendations. 

Two: You will not provide any permanent oversight of your op- 
eration. 

Is that true? 

General Dirks. No, Senator, it is not. 

We will be bound by the recommendations of our study group as 
approved and implemented by the Secretary of the Army. 

That study group will make its recommendations to the Secretary 
of the Army by the first of January 1976 and any recommendations 
which are approved by the Secretary of the Army will be binding 
on all of us. 
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Senator Schweikeb. But the Secretary of the Army could ignore 
the findings of the study group. 

General Dirks. If he intended to do this, he would not have 
chartered that group. 

Senator Sciiweiker. I have seen a lot of commissions that were 
never implemented. 

The law of averages is the other way. 

I think this is really the heart of our differences, because there are 
no teeth in it, and it is purely whether the Secretary wants to imple- 
ment it or not. 

That is all the difference in the world from what we are proposing. 

General Dirks. We currently have in existence in all of the mili- 
tant departments, drug review boards. 

Senator Sciiweiker. Were they operating back in 1951? 1960? 

General Dirks. They were not. 

They began to operate specifically in November 1964. 

They are operating today, and operating quite effectively. 

We now have under scrutiny within the Army all human subject 
research by either our Army Investigational Drug Review Board, 
our Central Human Use Committee, or our Contract Review Board, 
serving in the Office of the Surgeon General. 

I cannot speak specifically for my Navy and Air Force colleagues; 
they are here and can speak in their own behalf, but I believe they 
have parallel organizations within their respective departments. 

The particular study group to which you have referred, and 
which is included as a part of my prepared statement, has been 
chartered to examine, all research development and testing within 
the Army to insure that there are not aspects of material develop- 
ment or other kinds of pursuits which have not for whatever reason, 
come to the attention of medical review in the past. 

Senator Kennedy. Do the other services agree as far ns their 
programs are concerned? 

Captain Brodine. Agree on the DOD position? 

Senator Kennedy. Yes. 

Captain Brodine. The Navy concurs. 

Senator Kennedy. I wonder if there is any independent thought 
going on? 

Captain Brodine. It seems reasonable to have the commission first 
report out before considering the establishment of the Commission. 

Senator Sciiweiker. Does the Navy have a commission like the 
Army? 

Captain Brodine. The Navy does not have, a commission like the 
Army. 

Senator Kennedy. Do you know what they are doing now? 

Do you know the requirements or the things they are doing at the 
commission? 

Captain Brodine. We are following that very closely. 

Senator Kennedy. What is your impression of it? 

Captain Brodine. The impression is that the actions of this com- 
mittee will be very beneficial to the military medical sector, and at 
this particular time we are looking forward to the findings that will 
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come out of that commission to provide further guidance to the 
developing of the instructions and regulations. 

Senator Kennedy. Do I understand your position to be that you 
have looked at it and you think you are doing good work, and you 
have no similar body within the Navy, but you are still not pre- 
pared to say that you think the Navy ought to be guided by it? 

That is my understanding of your position. 

Captain Brodine. There is no argument in terms of the Navy 
ultimately being guided by the commission. 

Senator Kennedy. As soon as we pass .it, you are in. 

I mean, we are not asking whether the Navy will comply or 
whether it is necessary for the Navy to comply. 

You are in. 

We are asking you now based upon the record. 

What about the Air Force? 

I am trying to see who is going to make the best case, the most 
indefensible case. 

Major Jaroszewski. Sir, in the Air Force we have currently review 
boards set up for reviewing 

Senator Kennedy. That is not my question. 

Do you support the extension of this to the Air Force? 

Major Jaroszewski. Yes, sir. 

We have no problems at all with the objectives of this legislation. 

Senator Kennedy. Do you support it, then? 

Major Jaroszewski. Sir, we would be willing to wait until the 
commission has had a chance to report. 

Senator Sciiweiker. I would like to ask the general who put out 
this policy and who is responsible for this policy. 

General Dirks. I am not sure I understand your question. 

Senator Sciiweiker. You all have the same policy, and it is a 
DOD policy. 

Who has the ultimate responsibility to make that policy decision? 

WTio made that policy decision? 

Did you make it? Did the Assistant Secretary of Defense make it? 

General Dirks. You are referring to the DOD position, sir? 

Senator Sciiweiker. Yes. 

Does that rest with you? 

» General Dirks. It does not. 

Senator Schweiker. Does it rest with the Assistant Secretary of 
Defense? Where did it come from? 

General Dirks. The fact is, this position has been provided to us 
by the Office of Management and Budget. 

Senator Schweiker. The Office of Management and Budget? 

[Laughter.] 

Senator Kennedy. What do they have to do with it? 

You mean on the question of protection of human subjects OMB 
calls the tune? 

The answer is yesf- 

General Dirks. When a witness such as myself must appear before 
a congressional committee, our testimony must be cleared in advance 
through the Office of Management and Budget. 

Senator Kennedy. Did you make a recommendation, General ? 

General Dirks. I did. 
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Senator Kennedy. Will you tell us what your recommendation 
was? 

General Dirks. My recommendation was that we support the 
enactment of the legislation. 

Senator Kennedy. Wonderful. 

Why? 

Senator Sciiweiker. All of a sudden you have white hats on. 

Senator Kennedy. That is just unbelievable, that you have to be 
put in that kind of position. 

I resent that greatly. 

Senator Sciiweiker. I think we ought to have the Office of Man- 
agement and Budget here, Mr. Chairman, I really do. 

I can’t comprehend that the Office of Management and Budget 
should be able to set a policy like this. 

I really do not think we ought to bother these gentlemen. 

Senator Kennedy. It is just that the people who know this sub- 
ject, who are living with the subject, concerned about the subject, 
make the recommendation for supporting this legislation — but the 
decision on policy is made by those who nave not the responsibility 
for understanding of the facts. 

I quite frankly feel that to put members of the Armed Forces in 
that kind of situation is just untenable and unconscionable. 

Asking you to come up here and defend an indefensible position 
when your own belief on this is different. 

Senator Sciiweiker. I think you do very well under the circum- 
stances, General. 

General Dirks. Thank you, Senator. 

I hope I fare as well when I get back to the office. [Laughter.] 

Senator Kennedy. I think that does it. 

I wonder if we could get your recommendation from OMB and 
put that in the record. 

General Dirks. Mr. Chairman, I think you would have to request 
that of the Office of Management and Budget. 

Senator Sciiweiker. I think in fairness we ought to do that, and 
I certainly want to see the Office of Management and Budget testify 
f here. 

Senator Kennedy. I think it was indicated in the earlier hearing 
on September 10 that Mr. Ablard said that they were going to get 
into the human testing, the IG was going to get into the question 
of human testing, and yet we have the fellow who is running that 
program, and has been for some time, and he still has not been 
contacted. 

Do you have any intention to have him contacted, Dr. Seidell? 

He has not been contacted. The IG is doing a report on human 
testing now at Edgewood, and I am just wondering if you plan to 
contact him ? 

General Dirks. Mr. Chairman, I would assume that the Inspector 
General would intend to contact Dr. Seidell. 

I do know the Inspector General has many more interviews to 
accomplish. They have not completed their investigation. 

I do not know whether Dr. Seidell is explicitly on their list, but 
I would think it would be logical for him -to be there, and certainly 
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I would encourage the Inspector General to interrogate him. 

Senator Schweiker. I wonder, General, for the record, if you 
would tell us who comprises the Army volunteer study group, or if 
you do not have it handy, would you give it to us? 

General Dirks. I can provide that for the record. 

Perhaps I have it rignt here with me. 

It was chartered by a Chief of Staff Memorandum on the 8th of 
October of this year, and the chairman is a member of my staff, 
acting for The burgeon General. 

Represented upon that study group are personnel from the Office 
of the Deputy Chief of Staff of Research, Development, and Acqui- 
sition, the Deputy Chief of Staff of the Army for Personnel, and 
The Judge Advocate General. There is other membership which 
escapes me at the moment, and I am not able to quickly turn to it. 
Senator Schweiker. All right. 

Just submit it for the record. 

[The material referred to follows:] 

Membership of the Army Volunteer Program Study Group 

Office represented : Name of incumbent: 

1. The Surgeon General (Chairman). 1. Colonel Edward L. Bueecher. 

2. Deputy Chief of Staff for Research, 2. Mr. Harold S. Block. 

Development, and Acquisition. 

3. Deputy Chief of Staff for Personnel. 3. Dr. David W. Witter. 

4. The Judge Advocate General. 4. Captain Richard L. Huff. 

5. Chief of Engineers. 5. Mr. Robert T. Flowe. 

Senator Kennedy. We want to thank you for coming. 

Wc appreciate it very much. 

We will be looking forward to working with you. 

[The prepared statement of Brigadier General Dirks follows:] 
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BIOGRAPHICAL SKETCH OF WITNESS: Brigadier General Kenneth R. 

Dirks, M.D., was born in Newton, Kansas, on February II, 1925. 

He graduated in 1947 from the Washington University School of 
Medicine, St. Louis, Missouri, with a doctor of medicine 

degree . 

General Dirks attended the Army Medical Department officer 
basic course in 1954 after completing his internship at St. 

Louis City Hospital, St. Louis, Missouri, and his residency in 
Pathology at the Veterans Administration Hospital, Indianapolis, 
Indiana. His first medical assignment was Chief, Laboratory 
Service, US Army Hospital, Fort Ord, California. After attending 
the Medical company grade officer course, he completed a resi- 
dency in clinical pathology at Letterman General Hospital and 
became Chief of the Pathology Service at Madigan General Hospital 

General Dirks participated as an Exchange Officer with the 
Royal Army Medical Crops in 1959-1960 and was assigned to the 
Queen Alexandra Military Hospital, Millbank, London, England. 
Subsequently, he became Deputy Commander of the US Army, Europe, 
Medical Laboratory. Upon his return to the United States in 
1963, General Dirks became Deputy Commander of the US Army 
Medical Unit, Fort Detrick, Frederick, Maryland. 

In 1967, General Dirks served in Vietnam successively as Com- 
mander, 406th Mobile Medical Laboratory? Commander, 3d Field 
Hospital; and Acting Commander, 67th Medical Group. Concurrently 
he was Blood Program Officer and Consultant in Pathology for the 
US Army, Vietnam. 

General Dirks was assigned to the US Army Medical Research and 
Development Command, initially in 1968, as Director of Research 
and later, in 1969 as Deputy Commander. After attending the 
Industrial College of the Armed Forces, where he was Distin- 
guished Graduate, he became Deputy Commander and then Commander 
of the US Army Medical Research Institute of Infectious Diseases, 
Fort Detrick, Maryland. He was promoted to Brigadier General 
in July of 1973 and became Commander of the US Army Medical 
Research and Development Command on August 15, 1973. He serves 
concurrently as Assistant Surgeon General for Research and De- 
velopment, Department of the Army. 

He is certified by the American Board of Pathology and is a 
Fellow of both the College of American Pathologists and the 
International Academy of Pathology. He is a~member of the 
American Medical Association, the American Society of Clinical 
Pathologists, the Assbciation of Military Surgeons of the United 
States, the Association of the United States Army, the Scientific 
Research Society of America, and of Rotary International. 

In addition to being the author of a number of professional 
publications. General Dirks has been awarded the Legion of 
Merit with Oak Leaf Cluster, the Meritorious Service Medal, 
and the Army Commendation Medal with Oak Leaf Cluster. 
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Mr, Chairman, Members of the Committee: 

I AM PLEASED TO APPEAR BEFORE YOU TO COMMENT IN BEHALF OF 

the Department of Defense on Bill $.2515, cited as the 
"President's Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research Act of 1975," and 

TO PROVIDE TESTIMONY CONCERNING THE FOLLOW UP OF SUBJECTS 
OF LSD DRUG TESTING IN THE CHEMICAL WARFARE DEFENSE 
PROGRAM. 

The Department of Defense generally favors the objective 
of S.2515. Me would point out, however, that the present 
National Commission-for Protection of Human Subjects of 
Biomedical and Behavioral Research established by Public 
Law 93-348 has been highly productive. As you may be 
aware, the DOD appointed a representative to interface 
with the National Commission in March 1975. This repre- 
sentative is from the Army Surgeon General's Office. He 

HAS ALREADY HAD CONSIDERABLE CONTACT WITH THE COMMISSION 
STAFF OVER THE LAST SEVEN MONTHS. The COMMISSION STAFF 
HAS BEEN PROVIDED WITH DETAILED INFORMATION ON DOD POLICIES 
AND PROGRAMS. We DO NOT BELIEVE, THEREFORE, THAT THE 
ESTABLISHMENT OF ANOTHER SIMILAR COMMISSION WOULD BE 
APPROPRIATE AT THIS TIME. We BELIEVE THAT ANY LEGISLA- 
TIVE INITIATIVES CONCERNING FEDERAL REGULATION OF RESEARCH 
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INVOLVING HUMAN SUBJECTS SHOULD NOT BE TAKEN UNTIL THE 
PRESENT COMMISSION HAS MADE ITS RECOMMENDATIONS TO THE 

President and the Congress as required by P.L. 93-3*18. 
Accordingly, we do not recommend favorable consideration 
of S.2515 at this time. For the information of the 
Committee we wish to point out a number of problems 
with the Bill. For example, in paragraph (2) of Section 
482(a) of the Bill under "Commission Duties," the Com- 
mission IS CHARTERED TO "INVESTIGATE AND STUDY BIOMEDICAL 
AND BEHAVIORAL RESEARCH CONDUCTED OR SUPPORTED UNDER 
PROGRAMS ADMINISTERED BY THE SECRETARY..." The WORD 

"Secretary" is ambiguous in this context since both the 
Secretaries of Defense and the Department of Health, 
Education, and Welfare are represented on the Commission. 
This language also suggests that research by agencies 
without "Secretaries," such as the Veterans Administration, 
would not be examined. Also the words "investigate and 
study" are unclear with respect to the scope of the Com- 
mission's investigative authority. 

The Department of the Army on behalf of the DOD also 

BELIEVES THAT THE DEFINITION OF THE TERM "MILITARY 
PERSONNEL" SHOULD NOT INCLUDE VETERANS OR INACTIVE 
MEMBERS OF THE UNITED STATES ARMED FORCES NOR EMPLOYEES 
AND AGENTS OF THE CENTRAL INTELLIGENCE AGENCY IN SECTION 
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482(a) (2). The Department of Defense defers to the 

VIEWS OF THE RESPECTIVE AGENCIES REGARDING THE SPECIAL 
CATEGORIZATION OF VETERANS AND EMPLOYEES AND AGENTS OF 
THE CIA FOR THE PURPOSES OF THIS BILL. 

Employees and agents of the Central Intelligence Agency 

ARE NOT MILITARY PERSONNEL AMD THE DEPARTMENT OF DEFENSE 
DOES HOT HAVE CONTROL OVER THEIR WORK OR ACTIVITIES. 

Including such categories of persons as. "military personnel" 

FOR AHT PURPOSE WOULD SET AN UNACCEPTABLE PRECEDENT AND 
WITH REGARD TO S.2515, THEIR INCLUSION WOULD COMPLICATE 
RECORD KEEPING AMD ADMINISTRATION OF DEPARTMENT OF DEFENSE 
RESEARCH ACTIVITIES. 

The Department of Defense understands the intent of this 

SECTION TO BE TO IDENTIFY FOR SPECIAL ATTENTION CERTAIN 
CLASSES OF SUBJECTS WHO MAY NOT ALWAYS BE IN A POSITION 
TO GIVE FREE AND INFORMED VOLUNTARY CONSENT TO THEIR 
PARTICIPATION AS HUMAN SUBJECTS OF RESEARCH. WHILE THE 

Department does not agree that active duty military 

PERSONNEL ARE NECESSARILY SIMILAR IN THIS RESPECT TO THE 
OTHER TYPES OF SUBJECTS CITED, PARTICULARLY- CHILDREN 
AND THE INSTITUTIONALIZED MENTALLY INFIRM, THIS IS A 
VALID AREA OF INQUIRY/ It IS POSSIBLE THAT SPECIAL 
SAFEGUARDS MAY BE NECESSARY FOR ACTIVE DUTY PERSONNEL 


3 
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UNDER SOME CIRCUMSTANCES WHEN THEY ARE SUBJECTS IN 
MILITARY EXPERIMENTS. FURTHERMORE/ VETERANS SHOULD NOT 
BE CONSIDERED "SPECIAL SUBJECTS" IN THIS CONTEXT. ONCE 
VETERANS HAVE BEEN RELEASED FROM DUTY/ THE FACTORS THAT 
MOTIVATE THEM TO PARTICIPATE IN RESEARCH WOULD SEEM TO 
BE VIRTUALLY IDENTICAL WITH THOSE WHICH INFLUENCE 
OTHER CITIZENS WHO HAVE NOT SERVED. As WRITTEN/ THE 
BILL SEEMS TO IMPLY THAT A VETERAN'S ABILITY TO 6IVE FREE 
AND INFORMED CONSENT MAY BE IN QUESTION MERELY BECAUSE 
HE HAS SERVED IN THE ARMED FORCES. 

Active duty personnel/ veterans or CIA employees should not 

BE CONSIDERED "SPECIAL SUBJECTS" IF THEY ARE PARTICIPATING 
IN EXPERIMENTS WHICH ARE NOT SPONSORED OR CONDUCTED BY THE 
MILITARY OR THE ClA. ANY POSSIBLE ELEMENT OF IMPLIED 
COERCION WOULD APPEAR TO BE ABSENT IF THESE PERSONNEL ARE 
PARTICIPATING IN A STUDY CONDUCTED ENTIRELY BY AN ORGANIZA- 
TION NOT CONNECTED WITH THEIR PARENT AGENCY. 

Since the appearance of Department of the Army representa- 
tives BEFORE THESE SUBCOMMITTEES 10 SEPTEMBER 1975 PROGRESS 
HAS BEEN MADE IN LOCATING FOR FOLLOW UP PARTICIPANTS IN 
LSD TESTING UNDER ARMY AUSPICES IN THE CHEMICAL WARFARE 
Defense Program. Ev£ry appropriate Army Staff agency has 

BEEN DIRECTED TO AID THIS EFFORT AND THE RESOURCES OF THE 

4 
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General Services Administration National Personnel Records : 
Center and the Veterans Administration (VA) have been 
utilized.. Letters have been written to the civilian 
institutions which conducted LSD testing under Chemical 
Corps contracts requesting their aid in conducting follow 

UP STUDIES OF THEIR SUBJECTS. 

In spite of tremendous DIFFICULTY in finding current 
ADDRESSES FOR FORMER SUBJECTS/ WHO WERE TESTED 8 TO 20 
YEARS AGO/ 93 OF THE APPROXIMATELY GOO LSD SUBJECTS HAVE 
ALREADY BEEN LOCATED. OF THESE/ 19 WERE EXAMINED IN A 
PREVIOUS FOLLOW UP STUDY. TWENTY ARE NOW SCHEDULED FOR 
COMPLETE EXAMINATION AT ! (ALTER PvEED ARMY MEDICAL CENTER. 

One was ADMimb to the hospital for examination this week. 
The remainder will ^e scheduled for examination as soon as 
possible. Another 39 subjects were Air Force personnel. 
These are being followed up by the Air Force. The 
Veterans Administration has located 300 records and we 

EXPECT THIS TO SPEED UP THE EXAMINATION PROCESS CON- 
SIDERABLY. AS A RESULT OF VA CONCERN ABOUT THE LEGALITY 
OF RELEASE OF INFORMATION UNDER PROVISIONS OF THE 

Privacy Act/ clearance for Army use of these records 

WAS GRANTED ONLY LAST WEEK. The ARMY WILL CONTINUE THIS 
FOLLOW UP EFFORT UNTfL AS MANY OF THE PARTICIPANTS IN 
THE LSD TESTING AS POSSIBLE HAVE BEEN LOCATED AND EXAMINED. 


5 
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It is important to emphasize that the Army is making every' 

EFFORT TO INSURE THAT THESE EXAMINATIONS ARE PERFORMED 
CAREFULLY AND IN SUCH A .MANNER THAT USEFUL INFORMATION 
WILL RESULT. EXTENSIVE EXPERT PROFESSIONAL EFFORT HAS 
BEEN INVESTED IN DESIGNING THE FOLLOW UP EXAMINATION PLAN. 
IT WILL BE NECESSARY TO EXAMINE SUITABLY MATCHED CONTEMPOR- 
ARIES OF THE FORMER LSD TEST SUBJECTS TO ENABLE VALID 
INTERPRETATION OF MEDICAL FINDINGS IN THESE SUBJECTS. 

Human subject rf.search at_the Biomedical Laboratory, 
Edgewood Arsenal, which was halted in July 1975, will not 

BE RESUMED UNTIL EXPLICITLY APPROVED BY THE SECRETARY OF 

the Army. The Vice Chief of Staff of the Army has 

DIRECTED THAT THE COMMAND AND CONTROL OF THE BIOMEDICAL 

Laboratory be examined and a plan prepared for its control 

TO INSURE COMPLIANCE WITH FDA GUIDELINES AND ARMY REGULA- 
TIONS WHICH REQUIRE SUBMISSION OF RESEARCH PROTOCOLS 

to The Surgeon General and the Secretary of the Army 

FOR APPROVAL PRIOR TO INITIATION OF STUDIES WHILE THE 

Laboratory is accomplishing its military mission. 

On 8 October 1975, the Chief of Staff, United States Army, 
chartered an Army Volunteer Program Study Group to prepare 

PROCEDURES TO INSURE, ADEQUATE REVIEW AND MONITORING, BY A 
GROUP INDEPENDENT OF THE RESEARCH OR TESTING PROPONENT, 
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OF ANY USE OF VOLUNTEERS IN RESEARCH AND TESTING WITHIN OR 
SPONSORED BY THE ARMY. THIS GROUP WILL COVER THE ENTIRE 
SPECTRUM Or RESEARCH WIJH HUMAN SUBJECTS, ESPECIALLY THOSE 
PROGRAMS WHERE THERE MAY BE UNCERTAINTY ON THE PART OF THE 
TESTING AGENCY WHETHER OR NOT THE TEST IS IN THE "LINE OF 
DUTY" OF THE TEST SUBJECTS. THE RESULTS OF THIS GROUP'S 
STUDY AND ITS RECOMMENDATIONS ARE TO BE PRESENTED TO THE 

Secretary of the Army by 1 January 1976. 
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of 1975 
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General Dirks. Membership of the Amy Volunteer Program Study 
Group follows: 

Office Represented: Heme of Incumbent: 

1. The Surgeon General (Chairman) * * 1. Colonel Edward L« Buescher 

2. Deputy Chief of Staff for Research v 2. Mr. Harold S. Block 

Development , and Acquisition 

3. Deputy Chief of Staff for Personnel 3. Dr. David V. Vltter 

4* The Judge Advocate General 4. Captain Richard L. Huff 

5. Chief of Engineers 5. Mr. Robert T. Flowe 



Senator Kennedy. The subcommittee stands in adjournment. 

(• ” hereupon, at 12 :32 p.m., the subcommittees were adjourned.] 
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I. DOD and Service Directives and Guidance 






DOD AND ARMEDj.FORCES REGULATIONS ON HUMAN SUBJECTS 


DODI 6000.4 
DODI 5030.29 


AR 40-7 

AR 40-38 
AR 70-25 


BUMEDINST 6000. 4B 
BUMEDINST 6710. 49D 

SECNAVINST 3900.39 


RESEARCH 

Department of Defense 

Clinical Investigation Program, 7 April 1971 

Investigational Use of Drugs by the Department 
of Defense, 12 May 1964 


Departaent of the Army 

Use of Investigational Drugs In Humans and the 
Use of Schedule I Controlled Drug Substances, 

4 April 1975 

Clinical Investigation Program, 23 February 1973 
with interim change effective 1 September 1975 

Use of Volunteers as Subjects of Research, 

15 Septeaber 1974 


Department of the Navy _ 

Clinical Investigation Program, 15 January 1975 

Investigational Use of New Drugs in Human Beings, 

9 July 1973 

Use of Volunteers as Subjects in Research, Develop- 
ment, Test, and Evaluation, 28 April 69 


AFR 169-6 


Department of the Air Force 
Clinical Investigation, 26 June 1974 


AFR 169-8 


Use of Human Test Subjects in the Medical 
Service, 19 August 1974 


AFR 80-33 


Use of Volunteers in Aerospace Research 
28 August 1969 
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April 7. 1971 
NUMBER 6000. 4 

q, 

ASD(H&E) 


Department of Defense Directive 

SUBJECT Clinical Investigation.Program 

I. PURPOSE 

This Directive sets forth basic policy governing the conduct 
of clinical investigation programs in the Department of 
Defense. It assigns responsibility for conducting clinical 
investigation as a continuing program in military medical 
facilities and outlines administrative and funding procedures 
for carrying out this program. 

II. APPLICABILITY AND SCOPE 

A. The provisions of this Directive apply to the military 
departments and the unified and specified commands. It 
encompasses all elements of a clinical investigation 
program as they apply to the medical missions of the 
Armed Services, except those projects which may be appro* 
priately sponsored by the Director of Defense Research and 
Engineering. 

B. The scope of clinical investigation under this program will 
include all clinical conditions which are of significant 
concern in meeting the prime objective of providing the 
necessary health care of the entire military cotzmunlty, 
including active duty personnel, dependents and retirees. 

III. POLICY AND OBJECTIVES 

A. Clinical investigation is an essential component of optimum 
medical care and consists of the organized inquiry into 
clinical health problems, for the following purposes: 

1. To achieve continuous Improvement in the quality of 
patient care. 

2. To provide experience in the mental discipline achieved by 
participation in such organized inquiries, and to provide 
experience for personnel who will ultimately be teaching 
chiefs in military hospitals and medical specialty con- 
sultants. 
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3* To maintain an atmosphere of inquiry because of the dynamic 
nature of the health sciences. 

4. To maintain high professional standing and accreditation of 
advanced health education programs. 

B. The Clinical Investigation Program established pursuant to this 
Directive will have as Its objective the goals enumerated In III. A.» 
above. The effectiveness of this program may be judged by the extent 
to which it advances the quality of health care rendered in military 
medical facilities, as measured by presently accepted professional 
standards, including statistical health data, accreditation evaluations, 
and such other criteria as may be developed to assay health care and 
the professional competence of health care personnel. 

IV. RESPONSIBILITY 

The Secretaries of the Military Departments will establish programs for 

clinical Investigation which will: 

A. Disseminate Information about the programs to all who are eligible 
to participate,’ including personnel in both graduate training and 
non-graduate training hospitals and other treatment facilities. 

B* Set procedures and criteria for evaluation of the merit and design 

of clinical investigations and mechanisms for approval and disapproval* 

C. Monitor the effectiveness of the program. 

D. Provide support staffing and material. 

V. FUNDING 


Clinical Investigation conducted under this Directly will be funded 
from operating funds; funds will be programmed for t ils purpose. 
Clinical investigation is a patient care related function and will be 
programmed separate from efforts Cooing under the purview of the 
Director, Defense Research and Engineering* 

VI. EFFECTIVE DATE AND IMPLEMENTATION 


This Directive is effective immediately. Two (2) copies of implementing 
instructions will be forwarded to the Assistant Secretary of Defense 
(Health and Environment) within 90 days after the date of this Directive. 
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*AR 70-25 


Anvr Rrivi.ATiox) 1TF.VDQT , ARTEP <i . 
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RESEARCH AND DEVELOPMENT 

USE OP VOLUNTEERS AS SUBJECTS OF RESEARCH 

Effective IS September 1974 

7 hit revision transfers the final approval authority from the Chief of Research and Develop * 
ment to The Surgeon General for all research using volunteers, except research involving 
nuclear and chemical uarfarc agents and identifies the requirement for use of active duty 
military personnel as volunteers and instructs major commanders to provide assistance in 
their recruitment . Local limited supplementation of this regulation is permitted, but is not 
required . If supplements are issued. Army Staff agencies and major Army commands tcill \ 
furnish one copy of each to HQ DA (DASG-HDZ), Washington, DC 20310. Other commands ivill 
furnish one copy each to the next higher headquarters . 


Paraenpk 

Purpose . 1 

Definition 2 

Exemptions : 3 

Basic principles 4 

Additional safeguards 5 

Approval to conduct experiment C 

Civilian employees 7 

H mu it ment of active duty military volunteers 8 

Appendix. Legal implications 


1. Purpose. These regulations prescribe j>oUcies 
and procedures governing the uso of volunteers 
as subjects in Department of the Army research 
a herein human beings arc deliberately exposed to 
unusuAl or potentially hazardous conditions. 
Theso regulations arc applicable worldwide, wher- 
ever volunteers arc used as subjects in Department 
of the Army research. 

2. Definition. For the purpose of these regu- 
lations, unusual and potentially hazardous condi- 
tions arc those which tuny be reasonably expected 
to involve the risk, beyond the normal call of duty, 
of privation. di>comfort, distress, pain, damage to 
health, bodily harm, physical injury, or death. 

3. Exemptions. The following categories of 
activities and investigative programs are exempt 
from the pi o visions of lbc>e regulations: 

e. ItfHMinii and non research programs, tasks, 
and tests which may involve inherent occupa- 
tional hujumh to health or cx|>osuro of personnel 
to potentially hazardous situations encountered as 
part of traiuing or other normal duties, e.g., flight 
training, jump training, inark>mansbip training, 
ranger training, fire drills gas drills, and handling 
of explosives. 

I. That portion of human factors research 
which iuvolvcs normal training or other military 
duties as part of an experiment, wherein disclosure 
of experimental conditions to participating per- 

*Tkif rt{«l»tl«a supersede* Alt 70-23, H March 1942. 
TACO 3>SA — J*l/ W4IW-M 


sonnel would reveal tho artificial nature of 
such conditions and defeat the puri>o^ of tho 
investigation. 

c. Ethical medical and clinical investigations 
invo'ving the baric disease process or new treat- 
ment procedures conducted by the Army Medical 
Service for the benefit of patients. 

4. Bisic principles. Certain basic principles mu?t 
be observed to satisfy moral, ethical, and legal 
concepts. These are — 

a. Voluntary consent is absolutely essential. 

(1) The volunteer will have legal capacity to 
give consent, and must give consent freely without 
being subjected to any force or duress. He tnua 
have sufficient understanding of the implications 
of b;s participation to enable him to make mi 
informed decision, so far as such knowledge does 
not compromise the experiment. He will be told 
much of the nature, duration, and purjioie of the 
experiment, the method and means by winch it is 
to le conducted, and the inconveniences and 
haza.xls to be expected, as will not invalidate the 
resuks. He will be fully informed of the elTecis 
upor his health or person w hich may possibly come 
from his participation in the experiment. 

. ;2) The consent uf the volunteer will be in 
writing. A document setting forth substantially 
the above requirements will bo signed by the 
volunteer in the presence of at least one witness 
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not involved in the research study who will attest 
to such signature in writing. 

(3) Tho responsibility for ascertaining tho 
quality of tho consent rests upon each person who 
initiates, directs, or conducts the experiment. It is 
a personal responsibility which may not be 
delegated. 

b. The number of volunteers used will be kept 
at a minimum consistent with c below. 

c. The e.\|>crimcnt must be such os to contribute 
siguifkanlly to approved research and have rea- 
sonable prospects of yielding militarily important 
results essential to an Army research, program 
wliich are uot obtainable by oilier methods or 
means of study. 

d. Tho experiment will be conducted so as to 
avoid all unnecessary physical and mental suffering 
and injuiy. 

e. No cxj»criment will be conducted if there is 
any reason inherent to the nature of the experi- 
ment to believe that death or disabling injury 
will occur. 

/. The degree of risk to be taken will never ex- 
ceed that determined to be required by the urgency 
or importance of the Army program for which the 
experiment is necessary. 

g. Proper preparu lions will be made and ade- 
quate facilities provided to protect the volunteer 
against all forc.'ccublc possibilities of injury, dis- 
ability, ordcatli. 

A. The experiment will be conducted only by 
scientifically qualified persons. The highest de- 
gree of skill and caro will be required during all 
stages of the experiment of persons who conduct 
or engage in the experiment. 

t. The volunteer will be informed that at any 
time during the course of the experiment he will 
' have tho right to revoke his cousont and withdraw 
from the experiment, without prejudice to himself. 

Volunteers will have no physical or mental 
di-ctwcs which will make the proposed experi- 
ment inure hazardous for them than for normal 
healthy This determination will be made 

liy (lie project leader with, if necessary, competent 
medical advice. 

L The scientist in charge will be prepared to 
terminate the experiment at any stage if he has 
probable euu.-c to believe, in the exercise of the 
good luitli, superior skill, and careful judgment 
required of him, that continuation is likely to result 
in injury, disability, or death to the volunteer. 

. /. PrUon'w- of war will r.»» ! ■» u-M »:?:dcr cry 
ci: u* .. . \ . i. 
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& Additional safeguards. As added protection for 
volunteers, tho following safeguards will bo 
provided: 

a. A physician approved by Tho Surgeon General 
will be responsible for the medical caro of volun- 
teers. The physician may or may not be the project 
leader but will have authority to terminate tho 
experiment at any time that he believes death, 
injury, or bodily harm is likely to result. 

b . All apparatus and instruments necessary to 
deal with likely emergency situations will be 
available. 

c. Required medical treatment and hospilalUa- - 
Uon will be provided for all casualties. ** 

d. Tho physician in charge will have consultants 
available to him on short notice throughout the 
experiment who are competent to adviso or assist 
with complications which can be anticipated. 

& Approval to conduct experiment. It is the re- 
sponsibility of the head of each major command 
and other agency to submit to Tho Surgeon 
General a written proposal for studies which come 
within the purview of this directive. The proposal 
will include - for each study the name of the 
person to be* in charge, name of the proposed 
attending physician, and tho detailed plan of the 
experiment. The Surgeon General has final 
approval authority for all research using volun- 
teers except research with nuclear or chemical 
warfare agents. Proposals for research with nuclear 
or chemical warfare agents will be forwarded by 
Tho Surgeon General with recommendations on 
medical aspects to the Secretary of the Army for 
approval. 

7. Civilian employees. When civilian employ- 
ees of tho Department of the Army volunteer 
under this program, the following instruction* will 
be observed: 

a. Any duty as a volunteer performed during 
the employee’s regularly scheduled tour of duty 
will be considered as const i active duty for which 
straight time rates arc payable. Time spoilt iu 
connection with an experiment outride the em- 
ployee's regdarlv scheduled tour will be courid- 
ered as voluntary overtime for which no payment 
may be made nor compensate!)- time grunted. 
The employee will be so informed before accep- 
tance of his volunteer services. 

b. Claims submitted to the Bureau of Em- 
ployees* Compensation, U.S. Department of 
Labor, betav-o of disability or death rc-ulthi* 


front ? w \ • S'-p/s w* 
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ViiitMl State* Code, section 4 r >03 cs the Depart- 
ment of tlsc Army authority for the i^c of £uch 
volunteer servi-c 4. 

c. All questions concerning hours of duty, j\,y, 
leave, coittpcncr on claii::*, or application of r* 
civilian personnel regulation' to volunteer 
|* Joyce* will he presented ihrr, ?h channels V 
Deputy Chief of Stall for :or*onnci, AT 
Oflico of Civilian Personnel. 


All 

8. recruitment of active duty v ** 

So:: j research will re pita active < : Vv 
pc: onnel as volunteer because of i! e : m 
the ravo*tig:itioi 24 . K^cruiti:? i< l ; r 
|d; d by research personnel r« « . 
coy. ..*jct of the re.Hv.a h. Major cor 
pro* :do assistance to recruit in? u .;uh. A 
tiny* recruiih; will be conducted in n ; : ;o: 
etL: ; illy, and legally occcptablo manner. 
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AR 70-25 


APPENDIX 

LEGAL IMPLICATIONS 


Tho following opinion* of The Judge Advocate 
General furnish sj>ccific guidance for all partici- 
pants in research using volunteers: 

1. Authority. The Scvrctiiry of the Army is 
authorized to conduct research and development 
programs including the procurement of services 
that ore needed for these programs (10 U.S.C. 

„ 4503). The Secretary has the authority to "assign 
detail and prc>cril>c the duties" of both members 
of tho Army and civilian personnel (10 U.S.C. 
3012(c)). 

2. Military personnel and Department of the 
Army civilian employees. Compensation for the 
disability of death of a civilian employee re- 
sulting from personal injury or disease proxi- 
mntdv enused by his employment is payable under 
the Federal Employees Compensation Act (39 
Stat. 742 ct scq.)» as amended (5 U.S.C. 751 et 
$cq.)» regardless of whether his employment was 
of n hazardous nature. The amount and type of 
disability compensation or other benefits payable 
by reason of the dea.li or disability of a member 
of the Army resulting from injury or di*ca«c in- 
cident to service depends iijkju the individual 
status of each member, and is covered by various 
provisions of law. It may be stated generally that 
under present laws no additional rights against 
the Government will result from the death or dis- 
ability of military and civilian personnel par- 
ticipating in cx|»cnmenu by reason of the hazard- 
ous nature of the operations. 

3. Private citizens. It is rhe policy of the United 
States to prohibit the acceptance of voluntary 
Services psirtieularly when they may provide 
a basis for n future claim against the Government. 
(K.S. 3079, ns amended; 31 U.S.C. 005(h)). 

4 . Use of appropriated funds for the purchase of 
insurance. As the payment of insurance pre- 
miums on the life of an olfiecr or employee of the 
Untied States is n form of compensation which 
is not cum'ii fly authorized, payment of tho^c 
premiums is prohibited (K.S. 1705; CoMini**loiur 
of Jtiltratil AV -*u««r v. jl'tunit, X7 F 2d 704 (2d 
Cir. 11137); fWf,Aiy v. Ctlttom, SO F 2d 303 (Clh 
Cir. 1 •>-!•*> ; 24 Comp <*eu. 04$ (1945)). 

5. Contractor's cniplo>ccs. There apjieurs to 

bo no legal objection to the uh* of employees of 
contractor* in re**arvh end development experi- 
ments. It i- the r* «♦:' ’’ * * * 


i-r to « 


tract are sufficiently broad to permit the partici- 
pation of these employees. Generuliy. benefits to 
which private employees may become entitled by 
reason of death or disability resulting from their 
employment aro payable uuder Stole low except 
persons covered by the survivors insurance pro- 
visions of the Social Security Act (49 Slat. 623, 
os amended (42 U.S.C. 402)). Reimbursement of 
the employer for additional costs by reason of this 
liability of his employees will depend upou the 
terms of each contract. These employees are not 
disqualified from prosecuting claims against the 
Government under the Federal Torts Claims Act 
(2S U.S.C. 2071 et scq., see AR 25-70), In cost 
reimbursement type research contracts with com- 
mercial organizations the cost of maintaining 
group accident and life insurance may bo reim- 
bursed to the contractor (subject to certain ex- 
ceptions) under ASPR 15-205.16 provided that 
the approval of the head of the Procuring Activity 
is obtained (APP 10-551). 

6. Irregular or fee-basis employees. Intermittent 
services of ?uch employee* are authorized. (For 
experts and consultants sec Sec. 15, Act of 2 Aug 
1940 (00 Stat. S10; 5 U.S.C. 55a); See. 501, D*»D 
Appropriation Act, 1901 (74 Stat. 349); note APP 
30-204.1, CPR A7; See. 710 Defense Production 
Act of 1900 (04 Stat. S19; 50 U.S.C. App 2100); 
and for architects, engineers, aud other technical 
and professional personnel on a fee basis, see 10 
U.S.C. 454a). Whether these employees can be 
detailed or assigned to the proposed experiments 
will depend upon tho statutory authority for 
employment and the provisions of their employ- 
ment agreement in each case. The Federal Em- 
ployee^ Compensation Act, supra , in all probability 
applies with respect to these irregular ami fee- 
baris employees for any injury or disease resulting 
ftom their employment, although a final deter- 
mination in fjcIi cases will have to be made by the 
Bureau of Employees Compensation, Department 
of Labor. Subject to such rcs:rictions and limita- 
tions as may appear in the statutory authority 
uuder which l.c is employed, it would appear that 
the Govenuaent may legally bear the expense of 
premiums upon the life of on irregular or fee- 
basis employee whose rate of compcmatior not 
: 1 • V r r A •* ** : 

.• .• . r tL.v l«v r * 
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additional Allowance to the employee for financing 
such private insurance arrangements as he may 
wish to make rather than to undertake direct 
negotiations with insurance carriers for the desired 
coverage. 


By Order of the Secretaiy of the Army: 


7. Conclusion. Subject to the abovo condilit 
Armed Forces personnel and/or civilians on <i 
at installations engaged in research in subj 
fields will bo permitted to actively participate 
all phases of the program. 


The proponent egency of this regulation is the Office of Tho Surgeon 
General. Users vre Invited to tend comments and suggested improve- 
ments on DA Form 2028 (Recommended Changes to Publications and 
Blank Forms) to HQDA (DA$G~RDZ), WASH DC 20310. 


CREIGHTON W\ ABRA> 
Genera!, United State $ An 

Official : Chief of Staff 

VKKNE L. BOWERS 
Major Genera !, United State a Army 
The Adjutant General 


DISTRIBUTION: 

Active Army , AK.XG, US AG: To be dislrihutcd in accordance with DA Form 12-OA requii 
ments for AR, Research and Development— D (Qty Rqr Block No. 112) 
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' CLINICAL INVESTIGATION PROGRAM 
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This rcvsloin reflects continually changing legal requirenunts in the held of human in rest!* 
-gation. I*ocal supplementation of this regulation is prohibited except upon approval of The 
Surgeon General (DASG). 
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No. 40 58 | 


1. Purpose. This regulation provides Army policy 
guidance for clinical investigations funded under 
oilier than the JtDTK appropriation and pro- 
scribes the procedures for pioccssiug proposals 
tnd for rejiorUiig progress. 

% Applicability. r. Tlic provisions of this regu- 
lation ate applicAldo lo all Army medical facili- 
ties and activities. 

h. The provisions of this regulation arc not 
applicable to projxi^als regaitling health erne re- 
search as defined below. 

X Definitions, o. Clinical investigation. Under 
this program clinical im obligation comists of the 
organized scientific inquiry, both in humans and 
by directly related laboratory work, into clinical 
problems of significant, c once in in the necessary 
health care of members of the military community, 
including active duly )>cr*oitiicl, dependents, and 
retirees. 

1, JJealih coir ix scotch. The application of 
scientific methods to the study of the availability, 
organization, administration, and management of 
health services lo include the efficiency and effec- 
tiveness with which such services ate delivered. 

c. Subjects . Any jieraoit!* who may lie at risk be- 
cause of participation as au object of clinical 
investigation by members of the AM HDD or their 
appointed representatives. Tlie.se may include in- 


patients, cp/jtatients, - organ donors, informants, or 
normal iiwF.. {duals who partieijialc in Judies of 
medical, )&ysio1ogical, sociological, or psycho- 
logical oric\«ation. 

d. At riil. A |>cn=on is “at risk’* if he/she may 
ho exposed lo the jiossibilily of harm (physical, 
psychologic 1, or sociological) as a consequence of 
activity which extends bexoiul uro of cMablifhod 
and accci»!<d methods iu*cc.*siry lo meet his/her 
needs. IXte.-minnlion of nature and extent of “at 
risk” is a writer of commonsense and professional 
judgment. Kesponsibilily for this determination 
.resides at dl levels of institutional and depart- 
mental review. Definitive determination will be 
made by tin oj»c rating agency. 

4. Policy, p. Jt is the j>olicy to encourage the Jicr- 
formance of clinical invest ignl ion by AM HDD 
personnel, csjiecially by personnel assigned to 
Army ho^-itnls where i»ost -graduate educatiomd 
programs *;c conducted.’ 

h. Wit hia these. Army teacliing hospitals, basic 
personnel nipjiort for clinical investigation is a 
matter of hospital staff authorization. 

(1) Skeo resources are limited and the pro- 
cedures unVnic, clinical investigation sup|»ort i»cr- 
sonncl sliced be organized within a separate 
Clinical Tbivstigatiou Service of the hospital or- 
ganization structure. The Chief of ilte Clinical 


*Tt»is rccahlkm supersede* AU 494S, M Atifivsl 1171. 
VACO 402A— tVbraarf 610 47* —19 
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Alt 40-3$ 

Investigation Service will serve us coordinator 
of clinical investigation for the hospital 
commander. # . " 

(2) 1 lie commmulcr of the hospital will ap- 
)>oint the following commit loci*. from the profes- 
sional staff: 

(a) CHuieol hw&tlgation Commit tee — To 
review all clinical investigation proposals for 
ociejitific adequacy and to tel plioritics for sup- 
)K>rt. This committee will he composed of the 
Chief! Professional Service or his designated 
representative who wil) acl as Chairman, and at 
least six other medically qualified individuals 
designated h\* the hospital commander. 

<n Ifutnan Iht Committer . — r ]'o review 
for medical safely and suitability all clinical in- 
vestigation protocols involving the. use of human 
subjects. This committee will be composed of the 
Chief, Prefessiimal Services, who will act a* 
Chairman, a Chaplain, a .1AG officer and four 
other qualified individuals designated by the 
Commander of the hospital, who are not mem- 
bers of the Clinical Investigation Committee. 

(3) The. Chief, Clinical Investigation Serv- 
ice will serve as the recorder of the Clinical In- 
vestigation and Human Use Committees. He will 
bo resjioiisiMc for maintaining records of all ac- 
tions pertaining to individual protocols. 

(4) Where appropriate in At my non-teaching 
hospitals, the Chief, Professional Service may 
servo as coordinator of clinical investigation 
activities. 

e. Tlic moral, ethical ami legal concepts relat- 
ing to the use of human subjects will be followed 
as outlined in Alt 70-23. The voluntary consent 
of the human subject is essential. Knell individual 
who initiates or directs the clinical investigation 
has ft personal duty and responsibility for ascer- 
taining Uic quality of the subjects consent. llefore 
(lie acceptance of the subject, be must be given 
adequate explanation. He should be informed of 
tlio nature, duration, and imrjiosc of the study ; the 
method and means by -which it is to be conducted ; 
all inconveniences mid ha raids reasonably to be 
expected; and (be effects upon bis health or per- 
son which may |>o*sibly come from bis participa- 
tion in the study. The agreement will l»c prcjwrcd 
iii accordance with the format outlined in ap|>eii- 
dix A, and will be in nmi-modical language that 
is easily understood by the subject. 


d, Resource ivqnirementK for the Clinical In- 
vestigation Program will lie programed and 
budgeted through established progi am/budgvt 
procedures. 

e. Clinical investigation projects should ,l>o 
oriented to want clinical problems of significanl 
concern in the necessary health care of the mili- 
tary community. 

/. Investigation objectives should allow con- 
clusion of studies within the anticipated tour of 
the investigator, or careful plans should bo made 
to permit continuation when the investigator 
leaves. * 

p. Projiosnls in tbo following categories mud !** 
approved by The Surgeon General prior to initia- 
tion of investigation: 

(1) When funding requirements exceeds 

$5,000. t 

(2) When hhinan subjects arc used. 

(3) When invest ignt ional drugs are employed 
in humans, or any use is made of Schedule I con- 
trolled substances. Sc<J AR *10-7. 

(4) When ladioisotopes are used. See AR 40 - 
37. 


(f») When a prepaid is submitted from an 
Army hospital not having a clinical im estimation 
service. 

(C) When the proposal is concerned with 
drug or alcohol abuse. 


5. Submission of proposals, o. Proposals will I*’ 
prepared in a.rordaucc with the formal outlined 
in appendix )». All appropriate paragraphs will 
bo completed and the information on the back- 
ground data, problem, experimental design, and 
method of approach will be sufficient to facilitate 
evaluation. 

b. Complete'! proposals will l»c submitted to the - 
local commander or bis designated representative 
(para 1&) for critical review. The projmsnl will be 
evaluated for scientific validity, need, practicality, 
personnel, ftr.d funding requirements. Unsatis- 
factory or ircompletc proposals will lie returned 
to the originator without further action. 

e. Satisfactory proposals will lie submitted to the 
local Clinical Investigation and Human Use Com- 
mittees for rpproval. Approved proposal* will 
then l>e submitted to the commander for approval. 

d. Propost ^ not subject to prior approval ns out- 
lined in paragraph \g will !«* forwarded tlirmigh 
channels te Tlio Surgeon General, IIQDA 
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(DASG) WASH HO 1*0311, for information 
only. 

e. Pioposals failin'' wif lain (he icfpiimitcnls of 
t>ara»ia|tli$ ly(l), (2), (i), (;>) or (C) will l*o 
forwarded through appropriate channels to Tho 
Surgeon Ciciicr.il, JIQ1 ) A (DASG) for evaluation 
and approval. ' ‘ 

/. Proposals falling within the w, iicmcnts of 
paragraph 4y(3), will lx* processed as provided in 
b and c t nljovc, and iinrddition will have nn 
application prepared os prescribed in paragraph 
D& ore, AU 10*7. Such projKK<\ls will be forwarded 
as piwriU’d in All J0 *7. 

p. For wauling correspondence should includes 
all action token on the pioposal hy the local Clini- 
cal Investigation. and Human Use Committees 
(para lb). 


AU 40-3$ 

C. Heporting mi id lenient s.* Activities and/or in- 
dividuals undertaking clinical im litigation will 
submit an annual piogiess icpmt entitled, Clini- 
cal Investigation Piogram Kcpuita Control Sym- 
bol Mlvl) 300, following (he guidelines ret forth 
in appendix C. Prior to final printing and distri- 
bution, two draft copies will be submitted to The. 
Surgeon General. IIQDA (DASG) \V ASJI DO 
20314 for format review* within SO woihing days 
after the close of the fireal year. 

7, TSG clinienl investigation r.nd human lire 
commit tees*. A DASG Clinical Investigation Com- 
mittee ami a Human Use. Commit teo will be estab- 
lished to i e view all proposals for approval sub- 
mitted to The Surgeon General ar» sj>ccificd in 
paragraph J <7. 
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APPENDIX A 

VOLUNTEER AGREEMENT 


I, _ having attained my eighteenth (18th) 

larthday, and otherwise having full capacity to consent, do hereby volunteer 
to participate in an investigation study entitled: 


under the direction of . . 

Tho implications of my voluntary participation; the nature, duration and 
purpose; tho methods and means by which it is to l»c conducted; and the 
inconveniences and hazards to be expected have been thoroughly explained to 

me by , and are rot forth in full on the reverse 

side of this Agreement, which ] have initialed. I have, been given an opportunity 
to risk questions concerning this investigation study, and any such questions 
ha vo’ been answered to my full and complete satisfaction. 

I understand that I may at any lime during the course of this investigation 
study revoke my consent, and withdraw* from the study without prejudice; 
however, I may be required to undergo certain further examinations, if, in the 
opinion of the attending physician, such examinations arc necessary for my 
health or well being. 


8i&mlurc Dale 

I was present dining the explanation referred to above, as well ns flic 
Volunteer's opjKirliinily for questions, and hereby witness his signature. 


Witness' Signature Date 

* • On this side of the Volunteer Agreement, the principal investigator should 
set forth full details concerning the investigation study, insofar as such would 
affect or influence the tentative subject in any way. This explanation should be 
worded so that it can be clearly understood by the subject. The subject should 
place liis initials at the end of the Inst line of explanation. 

1 A proper explanation should, til a minimum, piovidc llio answers to tho 
following questions: 

1. What will lie administered or done to the subject? 

2. Dow long will the subject's participation last? 

3. To what tests or examinations will tho subject be required to submit? 

4. Why is the investigation being conducted? 

5. Has this particular study been done previously, and, if so, with what 
results? 

G. What inconveniences or discomforts is the subject likely to experience? 

7. What risks or hazards can be reasonably anticipated? 

8. What steps will be taken to prevent or minimize these risks or hazards? 
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APPENDIX It 

APPLICATION FOR CLINICAL INVESTIGATION PROJECT 
(Exempt rc|K>rt, para 7-25, All 335-16) 

I. jnilKCIPAL IXVKSTIQATOll: 

2 # . PROJECT TITLE: (Euler short project title.) 

3. OBJECTIVE: (Brief but specific statement of Hie objective of the project.) 

4 . MEDICAL APPLICATION: (Explain briefly the medical importance and 
possible usefulness of lUo project.) 

6. STATUS: (WIml ha* been accomplished or published in the proved area 
of study oud in what maimer will the project relate to or differ from that which 
has been uccomplahcd. If references or |>craonaI communication with other 
Army medical facilities ore invoked, so indicate.) 

0. PLAN : (Outline exactly what is proposed to be accomplished in sufficient 
detail to indicate a clear course of action. Technological validity of procedures 
and chronological steps should be shown.) (Note. The Surgeon General and the 
local commander must have a very clear picture of how the investigation will 
proceed to meet the objective of the project. This paragraph frequently fttnihlics 
the basis for approval or disapproval of a project.) 

7. BIBLIOGRAPHY: (Ust sources of information.) % -• 

8. FACILITIES 'it) BE USED: (Such as laboratory, Ward, clinic.) 

9. TIME REQUIRED TO COMPLETE: (Give mouth and year of expected 
start and anticipated completion). 

10. PERSONNEL TO CONDUCT PROJECT: (list names and positions 
of persons to be directly involved in project woifc.) (Attach short biographical 
sketch, including i esume of education, research Ireinkig, and list of publications, 
for cadi person named.) 

II. FUNDING IMPLICATIONS; 

o. Personnel: (itemise and explain need) 

b. Equipment: (itemize and explain need) 

e. Consumable Supplies: (itemize) 

d. Travel: (itemize and explain need) 

c. Modification of facilities: (explain) 

/. Other (explain) 

TOTAL 

12. DATE PREPARED: (Give day, month, and year of preparation.) 



(Signature of Principal Invcsligcilor) (SigKituie of Department Chief) 

(Enter title and mailing address of Principal luvnUptor) 

:* ...***:• *• :■** 

;* *:* \ :•**.* * . * : : * : . .. . •: r 
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APPENDIX C 
REPORTING GUIDELINES 

I. FRONT COVER 

II. TITLE TAGE ...... 

ML FOREWORD 

IV. TABLE OF CONTEXT . 

a. according to Hospital Department* (i.c., Medicine, Sui-gcry, etc.) 

b . bulimic year project wiu initialed and its. present disposition: 

Ongoing: (0), lei initiated CP)# completed (C), submitted for publica- 
tion ($P) or published (P) 

V. TABLE OF PUBLICATIONS AND PRESENTATIONS FOR CUR- 
RENT FISCAL YEAR 
list according to Hospital Department 

VI. UNIT SUMMARY SHEET 

Report total activities of Clinical Investigations Unit: 

- <i. Objectives 

b, Technical approach 

(1) Manpower . t 

(2) Funding (preceding and current Fiscal Year) * 

c. Progress 

VII. DETAIL SHEETS 1 * 

Rcj>ort specific information of individual protocols: 
o. Objectives 

b . Technical approach 

(1) Summary of experimental design 

(2) Manpower 

(3) Funding (preceding and current Fiscal Year) 

c. Progress 

Symmnry of prior and current progress and all publication (s) and/or 
presentation (s) 

VIII. INDEX 

a. Subject 

b. Author 

IX. BACK COVER 


7 
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Tho proponent agency of this regulation is tlio OiTice of The Surgeon 
Goncral. Users cue invited to send comments and suggested impiove- 
ments on DA Tor in 2020 (Recommended Changes to PuM lections) direct 
to HQDA tDASGl WASH, DC 20314. 

— — r ‘ “ ■ - * ■ 

By Order o{ tho Secretary o£ the Army: 


CKKIG1ITOX AV. ABB AMS 
General^ United States Army 

Official: Chief of Staff 

VKKNtt L. BOAVKBS 
Major Genet a!) United States At my 
The Adjutant General 

msTumimox: 

To be distributed in accordance with DA Form 12*9 requircmml for ATC, Medical Services-* 
Applicable to all Army Elements 

Aclirc Army: B (Qtv Kqr Block Xo. 103) 
l AUNG: C (Qty Hep- Block Xo. 100) . . 1 ~ 

'• USAJt: D (Qty Rqr Block Xo. 107) 
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• UNCLASS I F 1 ED • 


DA In 



CD5N * F0R9A8 KCN = 75195/1 * 2A2 TOR « 7519923A1 
*** RTTUZYUW RUE ACKD2A5A 199Z32A ;UCUU--RUEAPPP . 

ZNR UUUUU 
R 151530Z JUL 75 

FH l‘A ( TSG ) HASH OC//DA5G-7A SGRD-HR// 

TO RUWTNFA/COSUSAHSC FT SAM HOUSTON TX 
RUWTNFA/CORfcAMC FT SAM HOUSTON TX 
‘rUWTMOA/CDRKSAMC fl PASO TX 
RUVEDNC/CU'kFAMC DINVER CO 
RUWKBHA/CDPLA.MC SF RAN CA 
RUWMFOP /CDkMAMC TACOMA HA 
RUEBPOA/CD'.t.RAMC HASH OC 
RUHHHNA/CDK 1 ARC HONOLULU HI 


UNCLAS 

SUBJECT: INTERIM CHANGE TO AR A0-3B (EFFECTIVE DATE: 1 SEP 75 1 

1. PAGE 2. PARA AG IS SUPERSEDED AS POLE OHS 5 * . 

G. THE SURGEON GENERAL ( TSG ) KILL BE RESPUNSIOLC FOR REVIEW 
OF ARMY CUIMCAL INVESTIGATION RESEARCH PROPOSALS INVOLVING HUMAN 
SUBJECTS AND FOR REVISING ARMY POLICIES AND REGULATIONS ON THE USE 
OF HUMAN SUBJECTS IN RESEARCH IN ACCORDANCE KITH ACCEPTED ETHICAL 
STANDARDS. THE HUMAN USE REVIEW OFFICE (HURO), OFFICE OF THE SURGEON 
GENERAL (DTSGi, KILL BE THE ACTION OFFICE FUR SUCH POLICY REVISIONS, 
AND WILL INSURE THAT RESEARCH PROTOCOLS INVOLVING HUKAIi SUBJECTS 
ARE REVIEWED BY APPROPRIATE COMMITTEES AS DIRECTED OY TNG . 

2. PAGE 2. PARAS AH, Al, AND AJ, ARE ADDED AS FOLLOWS: 

H. THC COMMANDER, US ARMY HEALTH SERVICES COMMAND (HSCI, WILL 
ASSUME RESPONSIBILITY FUR PROGRAM GUIDANCE FOR THE CLINICAL IN- 
VESTIGATION PROGRAM IN SUBORDINATE ARMY MEDICAL CENTERS AND MEDI- 
CAL DEPAR1MENT ACTIVITIES. A CLINICAL INVESTIGATION CONSULTANT 
WILL 6E DESIGNATED AT HQ, HSC. THE CONSULTANT KILL PROVIDE ADVICE 
ON CL INI CAL INVESTIGATION MATTERS TO SUBORDINATE UNITS AND TO THE 
COMMANDER, HSC, AND KILL MONITOR. MEDICAL CARE SUPPORT EQUIPMENT FUND- 
ING FOR THE CLINICAL INVESTIGATION PROGRAM. THE CONSULTANT WILL IN- 
SURE THAT RESEARCH PROTOCOLS INVOLVING THE EXPENDITURE OF MORE T 1 AM 
510,000 (Tf.TAL OKA AND DPA FUNDS I ARE REVIEWED AND APPROVED OR 
DISAPPROVED BY THE CDR , HSC. THE CONSULTANT WILL ALSO PE THE PRO- 
PONENT FOR IMPLEMENTATION OF CHANGES DIRECTED BY TSG TO BE MADE IN 
REVIEW PROCEDURES FDR HUMAN EXPERIMENTATION IN SUUORD IN ATE UNITS OF 
HSC, 
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• UNCLASSIFIED • 


I. PROPOSALS IN THE FOLLOWING CATEGORIES MUST BE APPROVED Dr 
THE SURGEON GENERAL PRIOR TO INITIATION OF THE INVESTIGATIONS 

(U WHEN HU**AN SUBJECTS ARE USED. 

(21 VHT N INVESTIGATIONAL DRUGS ARE EMPLOYED IN HUMANS, OR 
ANY USE IS MADE OF SCHEOULE I CONTROLLED SUBSTANCES. SEE AR AO-7. 

(31 WHEN RADIOISOTOPES ARE USED. SEE AM.O-37. 

(A) WHEN A PROPOSAL IS SUBMITTED FROM AN ARMY HOSPITAL WHICH 
IS HOT SUBORDINATE TO HEALTH SERVICES COMMAND AND WHICH DOES NOT 
HAVE A CLINICAL INVESTIGATION SERVICE. 

(5) WHEN THE PROPOSAL IS CONCERNED KITH DRUG OR ALCOHOL ABUSE. 

J. PROPOSALS IN THE FOLLOWING CATEGORIES FROM UNITS SUBORDI- 
NATE TD HSC MUSI BE APPROVED BY THE COMMANDER, H 
ATION OF INVESTIGATIONS 

111 WHEN FUNDING REQUIREMENTS (TOTAL OKA AND OPA FUNDS) EXCEEO 
GIO, 000. 

(2) THEN A PROJECT IS PLANNED IN A FACILITY WITHOUT A CLINICAL 
INVESTIGATION SERVICE. 

3. PAGE 2. PARAS SO, 5E, ANO SF, ARE SUPE RSEDiD .AS FOLLOWS: 

D. PROPOSALS NOT SUBJECT TO PRIOR APPROVAL AS OUTLINED IN PARAS 
A! AND AJ WILL BE FORWARDED THRU CHANNELS TO THE COMMANDER , US ARMY 
HEALTH SERVICES COMMAND, ATTN: HSC-PA-C, FOR INFORMATION ONLY. 

E. PROPOSALS FALLING W 1 THIN THE REQUIREMENTS OF PARA A), LUT 
NOT OF PARA AJ, WILL BE FOR i.ARDED DIRECTLY TO THE SURGEON GENERAL 
(HCDA (SGRD-H.IJ fQR EVALUATION AND APPROVAL. RESEARCH PROPOSALS 
FALLING WITHIN THE REQUIREMENTS OF BOTH PARAS A1 ANO AJ MUST BF FOR- 
WARDED TO THE SURGEON GENERAL THROUGH THE COMMANDER, HSC, ATTN s 
HSC-PA-C 

F. PROPOSALS FALLING WITHIN 1HE REQUIREMENTS DF PARA AII2I 
WILL BE PROCESSED AS PROVIDED IN A, B, AND C, ABOVE, ANO IN ADDMION, 
WILL HAVE AN APPLICATION PREP '.RED AS DESCRIBED IN PARAGRAPH 36 OR SI, 
AR AO-7. SUCH PROPOSALS WILL ALSO BE FORWARDED TO KQDA ( SGRD-HR I . 

A. PAGE 3. PARA 7 IS SUPERSEDED AS FOLLOWS*. 

7. TSG COMMITTEE ON RESEARCH INVOLVING HUMAN SUBJECTS. THE 
SURGEON GENERAL KILL ESTABLISH A COMMITTEE TO BE KNOWN AS THE HUMAN 
SUBJECT RESEARCH REVIEW OARD. THE BOARD WILL BE COMPOSED OF MEM- 
BERS WHO, BY VIRTUE OF THEIR BACKGROUNDS, EXPERIENCE AND TRAINING, 

ARE QUALIFIED TO EVAIUATE THE ACCEPTABILITY OF PROPOSALS IN TERMS 
OF HE9ICAL SAFETY, APPLICABLE LAWS AND REGULATIONS, MORAL AND ETHI- 
CAL SUNDAYS AND COMMUNITY ATT1TUDF5. THE BOARD WILL RtVIEW ALL- 
PROPOSALS FOR APPROVAL SU3M1TTEDT0 TSG, AS SPECIFIED IN PARAGRAPH 
At, WHICH HAVE NOT BEEN REVIEWED BY A PROPERLY CONSTITUTED HUMAN 


*******ft*t*»*e ***»•»»**» r > agE Cc 
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use cdmkittie ipaka ^ . b . 2 c r i • the board hill also review those 

PROPOSALS MUCH HAVE IHLN APPROVED BY A PROPERLY CON! $ T I TUTE D LOCAL 
HUMA V USE COMMITTEE IE THE PROfjSALS INVOLVE (1) T HE USE OF INVES- 
TIGATIONAL DRUGS OR RADIO»HARMACEUTICAL$ IN HUMAN S » CM THE USE HE 
FETUSES, CHILDREN, PRISONERS DR MENTALLY DISABLED PERSONS AS SUB- 
JECTS; 13) EXPOSUkE OF SU3JECTS TO UNUSUAL RISK. THE BOARD WILL 
REVIEW ANY OTHER PROPOSAL AS D I RECTEO BY THE SURGEON GENERAL. 

BT 

ACTION ADDRESSEES 
004 DA SO 

INFORMATION ADDRESSEES 
EE4 SGRD 

00004 TOTAL NUMBER OF CDPIES REQUIRED 
#2 454 
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No. 40-7 


HEADQUARTERS 
DEPARTMENT OK THE ARMY 
Washington, DC, 4 A}>ril 1970 

Af ERICA L SERVICES 


USE OF INVESTIGATIONAL DRUGS IN IlUttANS AND THE USE OF 
SCHEDULE I Ca,,<TROLLED DRUG SUBSTANCES 


^Tectivc 15 Mag 1975 


This revision updates required information vitally necessary in providing guidance on current 
requirements for teslitig and evaluating investigational drugs, biologies , invest igatior.fd 
rcdiopharmaceuticats and Pclt^dulc 1 controlled drug tnbsAnr.ccs. Local supplementation of 
this regulation is prohibited except upon approval of The Ssrgeon General. 

Partgr»|'h 


l'ur}»o^c nu*l 1 

AppliCrUiiHly 2 

ncfiuil»i*n f . •< 

Proddur*". - 4 

Coinj>o?it»un of the AlDHH 5 

Hceordw - C 

Invest igfitu.inl Druf P repress HCS MED-2j|. 7 

Spc-fiRl ce!iijiii*n*« - H 

IfiforriMion t«.* IDA 9 

Medic it c merge ncie« 10 

Custody ond di^pcnMog of invf iUgnlionul drops.. 11 

Army couti*rtr ^ . 12 

Army pjrr.nts 12 

Appendix A. Li*>t of Srl.RcJule I drups 7 

Appendix 1). Invcslip.Uional l)ru- Application 0 


J. Purpose* and Sccpc. Tliis initiation prcsr.iibcs 
Department of t lie Army polit*i'*s and procedures 
applicable to the use* of investigational dings in 
humans tun 1 1 he use of Schedule I controlled drug 
bubdanec.** as defined. 

2. Applicability. This regulation is applicable 
worldwide to include all At my mcdirll facilities 
and activities. 

3. Definitions. For the purpose of this regulation, 
the following definitions apply : 

a. Drug. Any article intended for use in U 3 
dinjpmsik, euro, mitigation, treatment, or preven- 
tion of clhca-c hi Illimani, and any article (other 
than food) intended to affect the* struct me or any 
function of the human body. 

b. Investigational drug. Any drug not generally 
recognized among ex pens as cafe and effective for 
use under the. conditions suggested. With few ex- 
ceptions, a drug is considered to Ik» unsafe and 
ineffective until approved by the Food and Drug 
Administiathm (FDA) for genera! use by the 
public. The exceptions arc drugs which, although 


not FDA ajpjovcd, ate consideicd by expeD-. t*» 
lws safe and ch etivo. Investigational dings i:n*brV 
Schedule I drugs, biological products, and iu«ih» 
pharmaceuticals, ;*s hereafter defined. 

c. Schedule / dmg. Any ding and or pnlyJam**.- 
by whatoveriidicipl name, common or usual 
chemical iiauc or brand name Ihted by the Drag 
Enforcement A dminibt ration (DKA) in title 2! 
of the Code of Federal Regulation?, chapter 11, 
section 30S.11. (app A), intended for clinical or 
nonclinical »m\ 

d. Kiologl'ol product. Any drug prepared from 
virus (inclnhs hut is not limited to fdtorabl s 
viruses, bacteria, ricketfsia, fungi, and protozoa), 
serum, toxin, antitoxin, or analogous products as 
further dcfiivd in title 21, Code of Federal Regu- 
lations, sect bn 273.101. 

c. L'adiopi irituictutical. Any drug prepared 
from react or prod need or accelerator i adioi$otopc», 
and naturally occurring radio! sot ojk-s. 

/. Phase cf investigation. 

(1) Phiee I stmts after adequate animal and 


• Thl* regulation supersede* AH 40-7, 30 September 1000. 
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in vitro (icsL tube) data have been obtained and 
covers the first Administration to humans of an 
investigational drug. It include*, ns appropriate, 
studies to determine human toxicity, metabolism, 
inununogenieitv, absorption, elimination, and 
other pharmacological action, preferred route of 
administration, and safe dosage innge. 

(1?) Phase II covers life, of nn investi gational 
drug in a limited imml>er of individuals .‘or spe- 
cific disease, conliol or prophylactic pmjiosos. 

(3) Phase III provides for assessment of the 
safety. effectiveness and optimum dosage sched- 
ules of the investigntom.il drug in gioups of 
individuals. 

(4) Phase IV covers the use of investiga- 
tional drugs which, although not FDA approved, 
arc essential to the mission of the Army Medical 
Department and which, after testing in Phases 
I— III, are considered by experts to l* safe and 
effect be. 

4. Procedures. o> Apptorat. Kxccpl for medical 
ejnegeucies (covered in p.ira 10), wiittcn ap- 
proval of The Surgeon General (TSG). IIQDA 
(DASO-ZA) WASH DC *20311, is neccs:Oiy as 
a picitmiisitc for use of r.n invest igaf Tonal drug 
in human*. Individuals recking approval for such 
uv will file an application will* the Army In- 
vest igalion.il I)iug Beview Board (AII)UB). 
Piomluros and the application for approval of a 
Department of Army (DA) sponsored iuve-t»ga* 
tiornl drug aie. outlined in b below, and for a 
pharmaceutical company or other non-DA agency 
sponsoiod investigational ding in e below. It is 
also imperative that (be guidelines and principles 
for tin* protection of human subjects established 
in AU Ik* reviewed and ob-civcd by the 

principal investigator in the proposed application. 

b. A pplicatiou — J)A sponsored investigational 
drugs. An individual (hereafter called principal 
investigator) requesting approval to use a DA 
sponsored investigational drug will submit, in 
triplicate, an Investigational Drug Application. 
If tho clinical investigation is funded under Ife- 
scarch, Development, Test. Kvaluation (UDTK) 
appropriated funds, the application should be for- 
warded in the format shown in appendix B 
through tho facility commander to 1IQDA 
(SGRD-HR) WASH DC *20314. When the pro- 
posed clinical investigation is to be funded from 


other than UDTK appropriations, the application 
should be robniitfed in the format shown in ap- 
pendix B. and as outlined in AU 40 -3S. It will lx* 
forwarded through the local Clinical Invest ^ra- 
tion and Human 1 5 sc Committees and indorsed 
bv the facility commander to IIQDA (SGUD- 
HR) WASH DC 20314. 

c. Application — Non-DA sponsored invest i Ra- 
tional drugs. An individual (hereafter called prin- 
cipal investigator) req*.u*sting approval to use an 
investigational drug ftpon*oit a <1 by n pharmaceuri- 
cal company or other non-DA agency will submit, 
as his application, the foliowir.-; information: 

(1) The completed foim required by the d» eg 
company, ami the FDA, either FI) Form 1572,** 
Statement of Investigator — Clinical Pharmacol- 
ogy, or KD Form 1573. Statement of Investiga- 
tor — Clinical Trial. FD Forms 1572 ami 1573 may 
be obtained from the Food and Dnig Adminis- 
tration or the drug company. 

(2) Ding ;n formal-ion: A copy of the clinical 
brochure usually supplied by the sponsoring 
pharmaceutical company. 

(3) A coppice protocol to include — 

(а) Bac\g round. 

(б) ObpvHvc. 

(e) Patent selection criteria. 

(d) Mea nrements, observations and treat- t 
incut to be utilized. 

(c) Desvnplion o! rei>orl forms to Ik* u>ed 
to iccoid ob-erval ions and test results. 

(/) Mi‘*jsod of follow-up if applicable. 

( 4 ) A complete copy of pioposed volmitee.* 
rgrci-mcnt. Applications involving research 
funded by 111)'; Jv appropriation* will be for- 
warded throug!i the Medical Facilities Com- 
mander to IIQDA (SGRD-IIR) WASH DC 
20311. Applications involving research supported 
by other than UDTK appropriations will lx* for- 
warded in the above format and ns outlined in 
AU 40-38. They will be lefcrrcd to the Clinical 
Investigation and Human Use Committees and 
indorsed bv the Medical Facilities Commander to 
IIQDA (SGRD-1IR) WASH DC 20314. 

d. Application for the non- clinical use of 
Schedule / contr'A drug substances. An indiv idual 
(hereafter called principal investigator) who re- 
quests approval to use a Schedule I drug(s) in a 
lion-clinical setting will submit, in triplicate, tho 
following information : 
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(1) A completed Drug Knfoi cement Admin- 
id rat ion Korin (l)EA #22;») or the number of 
the currently active Certificate of Registration. 
DEA Konn -220 may be obtained from the Drug 
Enforcement Administration. 

(•2) A curriculum vitae of the principal in- 
veiligalor and any associate investigator . 

(3) A complete protocol which should, as a 
minimum, indicate the following: 

(o) PurjKise of proposed investigation. 

(b) Exjvrimciilal design. 

(c) Duration of study. 

{d) Amount of drug needed. 

(e) Numlicr and types of animal sj»eci es 
involved. 

(/) Route of administration. 

(p) Proposed statistical analysis. 

(A) Number of cxfieiimcnts to lie con- 
di! led. 

(4) Name and location of facility where ex- 
periment a! work v. ill l»c conducted. 

CO Method of storage, inventory, control, 
distribution, and dispensing of such dntg(s). 

f. A p plication for (he clinical me of Schedule 
/ confto? dmg substances. An investigator who le- 
quCFls approval to use a Schedule I dnig(s) in 
volunteer-; will submit in triplicate the following 
information : 

(1) A complete Ding Enforcement Admin- 
istration Form (DEA #2.‘*0 or the monitor of the 
currently aitive Oilificate of Rcgistialioii. 

(2) A complete application depending on (he 
type of sjmnsor. Jf the IX D will be sponsored by 
the Army, the application should l>o submitted iu 
accordance with the DA sponsored applicatirn 
procedure. 

/. Application for radiopharmaceutical. An 
investigator who requests. approval to use an in- 
vestigational radiopharmaceutical will submit his 
application through local Radioisotope Committee 
in accoidtincc with b or c above, whichever is 
applicable. 

9. Itevicio and evaluation. The A I DUB will re- 
view and evaluate all applications for approval to 
use an investigational drug and may enter into 
any pertinent correspondence with the investiga- 
tor; e,g. t to obtain additional information The 
AIDRB will transmit its recommendations to The 
Surgeon General. The AIDltB will notify the in- 


vestigator of*\c approval, disapproval, or defer* 
rul of his ap" beat ion. 

h. flasit f; disapproval. The Smgeon (icn- 
eral's nppio'd may l>e withheld or revoked, ill 
whole or in pit. on any of the following grounds: 

(1) Dm * of substantial evidence to sbmv.tbat 
the drug i- 1 dangerous if used for the piiipo.**c 
and/or in Ik manner proposed. 

(2) 'l iu manufacturing methods air inade- 
quate to mati'niii appropiiate Maudaids of qual- 
ity needed I* :* retire safety ami give- significance 
to (he use oil he dmg in humans. 

(3) TJii '»\ciall plan for 11 Ft* does not appear 
reasonable o*« »hciw»se woilby of support. 

(4) Tlit icposed use* of the drug is not iu the 
lest intcjcd •; the Army Medical Dcpaif niont. 

5. Compost: n of the AIDHB. 'Hie AIDER will 
be composed f the Arnsliint Surgeon General for 
Research n:,- Development, or his designated 
representnti . , who will act os chairman, and at 
least four o -r profe‘>ionally qualified individ- 
uals design: d by T'lic* Smgeon Goner.*!. The 
ebaiunan wi‘ designate a recorder, who need not 
be a incinb i f t he board. 

6. Records. #. /*. I tpomond inn \!igalion*1 drug*. 

For .. If. and 111. the investigator will 

insure that » ircoid. FCpaiaic from clinical rec- 
ords, is lunin./iiicd. The tecoid w ill include, mini- 
mally: a li-i* r.f subjects receiving the diu* : the 
name, lot nu ..her, dale, ami quantity of the drug; 
and. as npp jniatc, details of clinical oh crea- 
tions, tests. ;i d laboratory pioor duies. For l*ha<e 
IV, records . *11 be maintained r.s directed bv the 
AIDHB. 

b . Non-Dj sponsored investigational drugs. 
The invest!*; ' or will maintain records inentioneil 
above and t i »so required by the pharmaceutical 
company am t he FDA. 

e. Tim cm'odinn of the investigational drags. 
The pharmac is the appropriate storage mc,i for 
all invest igakmal drugs in medical caro facilities. 
The pharma* v is responsible for the proper re- 
cording, lalrhng, storage, and dispensing of in- 
vcstigationaldnigs in accordance with the investi- 
gator’s \vr»it*n orders. An exception to the above 
would Iks radopharinaccittical dosage forms which 
may be stond in the Nuclear Medicine Service's 
area if appnpriatc security arrangement* can Iks 
demonstrate!! The Nuclear Medicine Service 
would afisum. the rcsjKmsibj lilies of proper rcc- 
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ord keeping, hilieling, storage and handling of 
then* f|H-cifir pharmaceuticals ns per appiopvintc 
regulation*. Ol liot wise, a complete record of each 
invent igAtioi ml drug will l<c maintained by the 
phaiinacy mtd will contain the following i* forma- 
tion : 

(1) Xmne of drug. 

(2) Manufacturer, or other fourcc of di ug. 

f3) Amount and date received. 

(4) Expiration date. 

(5) Lot or control nmnlxr. 

(C) I la to of authority to use. 

(7) Xainc(s) of individual (s) u«in" dmg. 

(R) Date or. which u.-** of di ug is terminated. 

(9) Date on FDA nppmval of the drug for 
gene i al use (if duting the cour-?e, of the 
investigation). 

In research facilities (Inlmi atones, etc.) which do 
not have a pharnimv. the pmuipnl invest iif.it or 
will maintain or designate a specific custodian io 
maintain accountability for nil investigational 
dings ns noted above. Secuijly icquiicnicnts for 
investigational dmg% will l>c the •-nnic as those, 
recognized for security of legend dings or drugs 
under DKA c<»ntr<»1 if applicable. _ 
tl, /west i got ional drug inf orn. niton. 

(1) The facility conunaiulei will establish a 
central unit where basic essential info: mat ion of 
investigational drugs is maintained ami can he 
made available to nil nut homed |>ei>om:cl. In 
medical facilities, the pliaimacv is the appropriate 
location for such a drug info* mat ion center and 
the Thempeutic Agents Hoard (TA1D should 
net as the monitor of such activities. 

(2) The facility commander will assure that 
personnel called upon to administer invest iga- 
tionnl drugs w ill have available to them basic in- 
formation concerning such dings which includes 
side effects, antidote if appropriate, probable in- 
teractions etc. 

t. Retention period. All records required by 
this paragraph will lie kepi for ;# vents after com- 
pletion of use und then retired. Sec Alt 340-18-9, 
File No. 914-01. 

7. Investigational Drug Progress Report, RCS 
MED-254. All investigators will prepare reports 
whether or not the drug is DA or non-DA spon- 
sored ns described below : 
a. Pha*e$ /, //, and ///. Progress reports will 
bo prepared nftcr 1 year from date of approval to 

4 


u^e the iir.c.iigrtional drug, and annually iimv- 
after. Pi ogre's lojxirU will also be submitted as 
background infoi ination a p) vended to an applica- 
tion at such limes as the approved protocol is *v- 
vived or extern)* d. A final lcjmit will Ik* submit ted 
by the 30th dy following termination of «■*». 
Annual reports v ill Ik* submitted by the litHli day 
following the rimiversury date of the approved 
study, and vill l*c dispatched direct to I1QD.V 
(SOU!) Ill*) WASH lIC 2o:’.l 1. RcjkuU will Ik* 
in nariative fn m and, ns a minimum, consi t of— 

(1) Idem iJif.tt inti of specific study and 
nntuc(s) of im .-tigatorfs). 

(2) liocatlon of f ludy. 

(3) XtiH*b. t of subjects involved in the study 
during the icjkc t pci iod. 

(4) Nan;.: i vc of progios and results ob- 
tained dining the vcjkh 1 period. 

<*> 1 hVn:ne of direction of future studies 
under the anj* o\ed jnotocol. i email;. of investi- 
gator (oncer. * »g any advene icactions to the 
drug, and fpr* irl information con-idered by lie* 
investigator or the AID1I1I to hr; pci tiuei.l or 
ncossary. 

(C) Finr.l lepoit will include details of do* 
portion made of any itutucd supplies of invc-tir.i- 
t ional (iriigfr). 

h. Phone IV. Kcpoils will Ik* submitted a = di- 
rected by the VlDlilk 

c. Signifecof observation*. Significant ol« >i va- 
I inns in any j base will Ik* teported iinmedialidv 
toHQDA (S'iRIMIR) WASH JK'-jfi?!!. 

8. Special co: dit ions. o. Supervision. Inve-tiga- 
tors will in. ( u*e that an investigational ding i>* 
ndminif.teicd only under their pei.-omtl Mipmvi 
sion or under the super vision of qualified pet: on 
nc] to whom they have personallx delegated tin* 
authority. 

b. Content. Investigators will insure that all 
subjects, or their representatives, arc fully in- 
formed and tmdet stand that the drug in lacing 
used for inve-i igational purposes: 

(1) In Phase- I nnd II the investigator will 
obtain the wiitten consent of the subject or his 
representative. 

(*2) Written consent will normally Ik* ob- 
tained in Phases III and IV. In special situations 
the A I DI1H may authorize the use of oral cote cut. 

(3) When minors who have attained the age 
of reason arc involved, informed consent to the 
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extent of their ability to understand must he ob- 
tained fioin them as well a* fioin their patents/ 
guardian. 

9. InformatRn to FDA. In the case of unclassi- 
fied investigations of a DA st>onsoicd drug, the 
AIDHB will file copies of the Xoticc ol Claim* d 
Investigational Kxemption for a Nc „ Drug 
(IND) anti the AIDHll appioval with the Com- 
missioner of Food and Diug-% Department of 
Henltli. Education, and Welfare, lloclcvillc, Mary- 
land 20S52 (hereafter called Connni‘sioner). Ad- 
ditionally, any iej>oiU of significant nd»'i*inr 
effects of an investigational drug will Ik* filed with 
the Commissioner when received. Any existing 
DA rcjKnt concerning an investigational ding 
specifically requested by atilhuii/cd PDA per^*m- 
isel will l>c funti-hed. 

10. Mcrlicnl emergencies. In emergency situa- 
tions, Medical (Vm'-ultni.l to The Surgeon (ien- 
eral, IIQDA (DASO llCf'M) may appio\c 
short lei m use of an in%esf igatioual chug on an 
individual patient who consents to Mich use with- 
out submission of nn application to the All))il>, 
upon request of an Ainiy medical facility com- 


AH 10-7 

lnamlcr. This request will include, minimally: 
patient’s name; diagnosis; name, quantity, and 
source of the diug: medical officer icsponsiblc for 
the patient ; n.d natuie of the eiiKtgcmy. In rases 
whcic emergency use is appioxcd, a irjmjt i-vn- 
pitulating the cn<o will Ik* filecl with llbJDA 
(SGMMIIt) WASH DC 20311. together with 
copies of any foimsot rcpoits furnished to a d»ug 
company or other non- DA agency in connection 
therewith. 

11. Custody and dispensing cf investigation:* I 
drugs. I it v<* I igatioual dings in the* custody of the 
DA will be stored and dUpcnsed in accordant^, 
with the. apple able piuvjsinns of All 10-2 and 
paingfr.ph C Mkivc. 

12. Army contracts. All contracts intohiug tin; 

use of investigational drugs in humans v/i 11 con- 
tain the claii-e. picfc lilyd in Army Piociiivimmt 
Procedure 7 150 -3. * 

13. Army grunts. All giants imohing th* u-«* of 
investigational drugs in humans will coiitriu 
clauses inquiring the gi antec to comply with 
paiugraph* ?*. C, and 7 of this regulation. 
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§C 0 *U 1 Schedule I. 

(r.) Schedule I flmll whim- I of fho gs and 
oilier Mil* lanee-s, In whalcwr official name, com- 
mon or u-util name, chi init nl inane, or hi and in.inc 
designated. listed in this setimi. I'; eh drug or 
Mihdance ha* l«cru assigned the Ihiitau Con- 
tinued Suh-taiioes Code XiiiuIkt set foith oppo 
site it. 

(h) Opiate*. liiih,., ificftlly excepted 01 wi- 
le's h-Ud in annfh* i schedule, any of the follow* 


(37) .. * 9M1 

(38) ru*«lmn*J‘ 9GI2 

(39) I’rotirj.Us 9613 

(40) rrrjKriu.r/ 1 %M 

(41) 1619 

(42) hraeimrc « ! 961% 

(43) Tnt.Mi»crJ.i'0. .. .. OMG 

(c) Opium rffriratii'f i. l*n!c«» rprcificnlly ex- 
cepted or tin! lifted in another srlndtilc. any «‘f 
the following ooiiiui derivative, its *alh% i-(*m« iy., 
and salt •. of i wers w he never the cxiLtenrv of Midi 


in" npiat* ■>, in; hidin'; it*, i.*omeis, i*|ei*«, ether-., 
salt-*', and salt;, of i.-tuners. < -t*i .. and otljf^wltrii- 
eier the e\i h iur of Muh iMuiei.-*, i-*ers, ethers, 
slid sjilt.% is jh* -ihlc within the specif!.: chemical 
designation : 


(!) AoUlimJluuM 9001 

(2) AlUI;.r<.'!.u< 0G02 

(3; AlJ. ue«.li.Klh 1 9603 

(1) /%lj»1»s-n' 9091 

(5) tli:t»J<«) OGOi 

(G) )k tir.tlmhm . . %t*G 

CD It. iMini.H-tluMb' OCX 1 7 

(8) IW IrniM * 90 r, 3 

(V) lkt . j.r ihr.dol 9069 

(10) lMv,:..diur . _ 90)| 

(11) Q(tiui im.f 1 9012 

(1*4) licMio’imrnmicle . 9G13 

(13) I)f\lr4»:}>han 9GM 

(14) l>i»t:t|'fo|iiirtr 901 » 

(16) J)icth\ l;h;:**nlsitr:«* 901 «j — 

(1 0> ... .. 9017 

(17) l)unc|-!r .T 9G1S 

(18) UiiiKl1ivlUiiMiil«ulrii(- 9019 

(19) l>ioxr.| !n.!\l l*utyi:«tc. . . . 9fiVl 

(20) 90- i 

(21) hth>1meili>HliiflfiiliuUne. . 9G‘/.t 

f/2) I'toj.iW wnc . 902* 

(23) lllo.vudtnc 9026 

(24) Kur< Diidmc 9020 

(26) Jl>dio\> fifthidtm 9027 

(20) Ketolx undone 9G28 

(27) IxvoKioramidi 9029 

(25) I^vophen.-u \lnu.rjnni ... 9031 

(29) MuiphriiUiiu 9032 

(30) Norac>n.elhai!«.l 9033 

(31) Neilcvorplor.nl 9033 

(32) Noriti'lliaflone 9035 

(33) Norpipsnone 9030 

(34) IMnnadoxone 9037 

(36) rhtiiiifljirmnkic 9038 

(30) rbenon tor Jinn 9947 


salts, i*<uuti; and salts of isoin*-j^ is po-ihle 
within Ihc s; cifie. chemie.'d designation: 


(1) Ac t ii.1. 1 - . 5319 

(2) Atvl«id.t v ’? .«*». 90**1 

(3) fUiinliiic. ‘.if ■ ("s'! 

(4) 0*tl**r»e r t tll-icinuJc ('070 

(5) 0«.<h ine **>' 1 Ml* 99M 

(0) Oypm.rapcc*- Vr™; 90' ( 

(7) P< * ohm/ 90 <6 

(*>) luhydi«#>'< -jM.iw ... 9146 

(9) FUu/iinj .. 0lO‘* 

00) llcr .il> r°C') 

(11) 1|\ (Iren. irifl . . 9 *1 

(12) Mtlhtub Jim l.l»3 

(13) Metl.Jeit <>-*««< •rjnm 9301 

(14) Alofjiint : ilh>Ii>r«»iuJc !'*?> 

(15) Morjilt.a . * lh> huUmi* l ** 90**0 

(16) Morphine*.: 0»«dr 9307 

(17) MyroJ.ii 

(18) Nicocodni 9309 

(19) Niccuiorj.’ . 1 - 9612 

(20) N^iiht.r|v "- .. . ?.‘«13 

(21) l’h.-lcixJir- 9314 

(T/) Tlo t.r.coi. 9315 

(23) liroUl.tm ! 9335 

(d) Uall'i. 'i m-i/chic tubtfanccs. Uulef« 


eifieally cxr^jled or unless listed in another 
sclied tile, any material, eom|*ound, mixture, or 
prepaiation, \ hich contains any cpiantity of the 
foliowinc; htlhtciiiogcnic sulislanct^, or which 
contains any of its salts, iromers, and rails of 
iso-ners when ver the existence of such sails, 
isomers, and * Its of isomers is possible within the 
specific chcmi. ..I dcsignaticn (for pm poses of this 
paragraph o..’v, the term "isomer** includes the 


optical, posit iui. and gcoinelric isomcis) : 

(1) 3,4-mctli%!> i.t'dioxy amphrb'tmine 7400 

(2) 5-inclhoj,.;., !-m«lhylcucdioxj amphetamine. 7401 

(3) 3,4, 5-trirru Iioxy «tn pbet amloc 7390 


TACO #03A 
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(4) Hu (oUulii* 7433 

Some trade and other imum-a: 3(0-01- 
inetbyUnmiOelhjl)-.'* hydro* y indole; 3- 
(2>d>iucUiyhuiitiottli.« l)*5*intlolol ; //.A** 
diuaUt>U<>oUittiti , .Miu!ro\y*Af*dimcth- 
yllt yptamine ; t>i.i|«|iine. 


(6) I)iiUi>!lry|ibiitii^. 7434 

Sotnc track and other names: N ,N Ul- 
cltiyltrypt amine; J)1CT. 

(9) Dimelhyltryptaimi.e. . . 7435 

E'mio trade or ot I kt 1 ) M T. 

(7) 4-nKth)l-2,Vdinu tl.oxyaii»pht l.Mnine ... 7305 

Borne trade and otlu t itMi.es 4-ineliiyh2,5- 
dowtlior)' a i'irllivlplii nethy luinitic , 
"ST1»*\ 

(I) Hxifune 7200 

Some trade and other n.»n»c- 7-I'f l»> I- 
0,Of,7,K/j ) iO,l2,i;t i«ci .hv:!tu ? n:tll.o\y- 
4,9-inrthiino-Mi iivinlii (I*. 2 : 1,2 or^i.iio 
4,5- h) indole; Ukrinutk il«Of;a. 

(9) li)vrprsri(l diethylamide 7310 

(10) )i1firib<i..io 7300 

(11) Me*ndmc 7JS1 

(12) Peyote 7415 


(13) N-eth>l>3'iit|H iidy) iKiuilate 74h? 

(14) N-mrttji 3 j»i|>chihl l** li/ilulr. . . . »4M 

(15) I'MlocyVtn 74.V/ 

(10) iNilutya 74 IS 

(17) TetrahyducannahiiiiiU 7370 


By n tin lie c<|ti»\vdcnU of tire sul.-taiiM * 
coirt'incd ,n the cr in tin ri m-*«^ 

crtfac liven ol (^nnnl»i», f§* and or 
synthetic MiUUitci'-, dimatiw*, and 
tbeb l&omrr* u«lh similar elinuual 
•trir'.urc i.ud pbarm.aolofcud activity 
ruck m the folio* ini;: 

A 1 t't or traus Udrabydioe: no .hiito*. 

and their optical iioniio. 

£t* tis or tranv t'-tinhy«lrocniiii tlnuo!, 
and their optical isomer* 

A*- # cie or tr:m« Hi. liydrtin .oahitiol, 
and it- oplieul o outer.*. 

(Kik* i.oinuiclatinc «d tli -r suh- 
atsiicc* » not inteinrdionallv Mand- 
anhte-d, c<>in|M..itmk of lht.-c st-nMuri*-, 
re|'*td!< ,-s ef j ( *mu rieel dcri^o ilie-n of 
atomic petitions are covticd.) 




s 
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APPENDIX H 

INVESTIGATIONAL DRUG APPLICATION 


AR 40-7 


I. Identifying information, a. 'Smut of invest i- 
gatoi (&). 

b. Date of tc/ptesL 

C. Name or other clear iddihfi'.ilioii of drug, 
including chemical immo (to the extent known), 
and 

(J) A complete list and source of comjto 
netilK. 

(2) A complete statement of qiinut if :«t i\ c 
comport ion. 

(3) A statement of the methods, facilities, 
and controls \i:*'d for iiriuiifacturing, pioce.-.-ing, 
ami packaging. 

</. Name of manufacturer or other sow ice of 
drug. 

t. Quahlications of invtvf igntor(s) in detail. 

/. Name and address of facility or facilities 
wlii'ic- inw.sl jgr:t : r>ns v. ill he conduct rd. 

II. PiUchgi otind data. All kimwn iJc\n:»t infor- 
in.it ion about past use oi pci ( unit icfemnc 
then to a\ ailahlr to both the invo/ligaloi (s) and 
the ding Mipplict, including nil piivlinical data 
and all other information justifying the in\ liti- 
gation. i.e.. the safety and rationale of the j*ro- 
j»rfd <4 tidy, and 

(1) If Ok urn*; has licen in.uhetcd cominci - 
cially in ut\c. ti;>ate>), c.g., outside the I'nifcd 
States, complete information .tbont such di-lribu- 
tion or in vest igat ion. 

(2) If liie drug is a combination of pic 
viously investigated or imnketcd drugs, a sum- 


mary of inhumation from piecltntcnl and clinical 
investigations ami experiences with components, 
including reports suggesting side-effects, contra* 
indication-., and niclTrdtveuc.*** in n*c of Midi com- 
ponents. 

(3) Dibliogr.iphy of peit incut data, includ- 
ing icp! inis win it appiopt iate. 

III. Plan and conduct of proposed iu\ estima- 
tion. a. Specific pnrpo i* and military need for or 
mgciicy of ptop<> cd invent i"atiou. 

b. Appioviiu.'.tc number of subjects, their age, 
se\, Main* ( i.e.. mihtaty oi civilian), ami other 
peitmeiit infoi in t ion iHcvant to the condition* 
of I lie ime-t igatinu, mu b as a s-tatcnient of bow I be 
drug i-. to Ik suit nniMcred and the olimated thii.i- 
tion of the iu\ r.-** ‘gat ion. 

c. Number of ubjccts to lx* employed n.» uut- 
liols (if any) an-Tsainc iufo» untimi as in b abac, 
for Midi rontiol *, 

tf. An outline of (he pha.-e; of invt »tigation (as 
defined in p.ii.ytnpli \\f of tlii-. i emulation) :«!- 
ic.nly phinmd c’-ilui in detnil oi by rcfeience to 
details already file in AlDKlt iccords, '1'his out- 
line may indin.V ivaiouablc alu-.t natives and or*;.* 
(ions, and will 1. • supplemented or amended when 
any .'dgnificanl « Mange in direction or scope of the. 
im e-ligation is . ndertahen. 

r. Dcsci i pi inn or copies of fom.s used to mold 
data. 

/. Description or copies of agi cement and pro- 
cedures used to obtain and record the subject’s 
consent to parti* ipalc in the investigation. 


TAOO 40SA 
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The proponent oycncy of this rogulofion Is iVt OfDct of Tht Surgeon 
General, liters ore invited to tond comments and suggested improve- 
ments on DA Form 207.8 (Recommended Charges to Publications and 
Blank Forms) to HODA (SGkD-Oft) WASH DC 20314. 


My Order of the Secretary of (he .snny: 


FJtKI) C. WHY AND 
General % United State* Army 

Ofli/ml: Chief of Staff 

VKKNK n UOWKUS 
Major GcMral % United States Army 

The Adjutant General O' 


msTKimmoN: 

Active Army, USAS: To be dUtiibuted in (record » me with DA Fen in 12 DA rcijniicmcnU for AH, 
Mcdiril Services— Appltrfibln (o All Army Kliments H (Qiv !hjr Illock No. 74). 

AltlslG: To be. distributed in occordnmc with i)A 1‘onn 12- OA requirements for AH, Mcdtcfcl 
Services — Applicable* to Medical Activities only — II ((Jty Kqr Block No. G9). 


10 
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DEPARTMENT OF THE AIR FORCE AF REGULATION 169-5 

Headquarters US Air Force 

Washington DC 20330 19 August 1974 


/ 


Medical Education and Research 

USE OF HUMAN TEST SUBIECTS IN THE MEDICAL SERVICE 

This regulation establishes policies and procedures for using human volunteers as test subjects or “controls*’ in the 
Medical Service. In conjunction with AFR 169-6, it implements DOD Instruction 5030.29, 12 May 1964. 


I. Application: 

a. The provisions of this regulation apply to: 

(1) Investigations or research involving the bio- 
logical, behavioral, or psychological study of a person, 
his body or his surroundings conducted by or in 
collaboration \ ith Ak Force Medical Service personnel 
generally in Air Force Medical Service treatment and 
dinical investigation facilities. This includes but is not 
limited to any medical or surgical procedure, any 
withdrawal or removrl of body tissue or fluid, any 
administration of a chemical or biological substance, 
any deviation from normal diet or daily regimen, and 
any manipulation or observation of bodily processes, 
behavior or environment. Examples are studies which 
represent a deviation from accepted practice, but 
which are specifically aimed at improved diagnosis, 
prevention, or treatment of a specific illness in a 
patient; studies which are related to a patient’s disease 
but from which he c r she will not necessarily receive 
any direct benefit; and investigative, non therapeutic 
research in which the*e is no intent or expectation of 
tieating an illness fron which the patient is suffering, 
or in which the subject is a “normal control” who is 
not suffering from an illness but wbo volunteers to 
participate for the potential benefit df others. Medi- 
cations not listed h the US Pharmacopoeia, the 
National Formulary, cr the Accepted Dental Remedies, 
or not approved for general use by the Food and Drug 
Administration and those accepted but used in a 
manner not provided for in the drug labeling are 
specifically included. 

(2) Field trials of vaccines and prophylactic 

drugs. 

b. The provisions of this regulation do not apply 
to: 

(1) Treatment administered with the consent of 
the Director of Base Medical Services as a life-sustain- 
ing measure. 

(2) The use of human volunteers in the Air 
Force RDT&E program provided: 


Supersedes AFR 169-3, 27 May 1968. (For summary 
of revised, deleted, or added material, see signature 

^OPR: SGPR 
l)lSTRnH7nON: S 


(a) Diagnostic and treatment procedures use 
techniques or therapeutic regimens conforming to 
accepted professional practice, and 

(b) AU medications used are listed in the US 
Pharmacopeia, the National Formulary, or the 
Accepted Dental Remedies, or are approved for general 
use by the Food and Drug Administration and are 
administered in a manner provided for in the drug 
labeling. 

2. Policy. The following requirements apply to the use 
of human volunteers, in Medical Service treatment 
facilities and clinical investigation facilities: 

a. The rights and welfare of the volunteer must be 
safeguarded throughout the investigation. The risks to 
the volunteer must be outweighed by potential benefits 
in terms of medical advances. 

b. The nafuic of the investigation must require 
participation by a human test subject. AU necessary 
preliminary tests with laboratory animals and human 
simulators, insofar as these are possible, must have 
been condixted and evaluated before a human test 
subject is used. 

c. Research studies using volunteers wiU be so 
conducted as to avoid all unnecessary physical or 
mental discomfort. The number of volunteers will be 
kept to the minimum consistent with the particular 
study. Studies arc not permitted if there is significant 
probability that disease, injury, or death could occur. 
Proper preparations will be made and adequate facili- 
ties provided to afford the volunteer the maximum 
possible protection against injury, disability, or death. 
Before the investigation or test begins, the physician or 
dentist wiU conduct, or cause to be conducted, and 
record such examinations and evaluations of the volun- 
teer as his professional judgment dictates. 

d. A medical or dental officer other than the 
investigator will be responsible for assuring proper 
conduct of the experiment and the professional care of 
the volunteer when circumstances warrant. The physi- 
cian, dentist, or investigator may terminate the study 
at any time. The volunteer, at any time, has the right 
to revoke hh consent and withdraw without prejudice 
from the experiment. The volunteer must be fully 
informed of these facts and procedures. 

e. The principal investigator will normally be either 
a physician or demist, as appropriate. He must insure 
that the vohmtccr has the capacity to consent, is able 
to exercise true freedom of chok e with out overt or 
hidden perwrrion, and is fully informed. 
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». Before a volunteer is permitted to give his con* 
the investigator must give him an accurate, under* 
standabk explanation of the investigation. The expla- 
nation wiil.be made a part of the voluntary consent 
form. The explanation must include at least: 

(1) The purpose, nature and duration of the 

study; 

(2) A fair explanation of the procedures to be 
followed, and their putposes, including identification 
of any experimental procedures; 

(3) A description of the attendant discomforts 
and risks reasonably to be expected; 

(4) A description of any benefits reasonably to 
be expected; 

(5) A disclosure of any appropriate alternative 
procedures that might be advantageous to the subject; 

(6) An offer to answer any inquiries concerning 
the procedures, and 

(7) An instruction that the subject is free to 
withdraw his consent and to discontinue participation 
in the project or activity at any time. 

g. Forensic medicine consultation will be obtained. 
The volunteer must give his consent in writing. A copy 
of the voluntary consent form will be attached to the 
protocol. The consent form must be signed in the 
presence of at least one witness who will then attest to 
the volunteer's signature by signing in the place pro- 
vided. In addition, the officer who advises of possible 
consequences must also sign the consent in the pie- 
ce of the same witness. Tl* completed consent 

form will be filed in the volunteer's medical records. 
Copies may be retained by the investigator 3nd the 
Institutional Review Committee. 

h. With the exceptions noted in paragraph lb, HQ 
USAF review and approval is required prior to per- 
forming research and investigations that require volun- 
teers and tliat use or collaborate with Medical Service 
treatment facilities, clinical laboratories, or personnel. 

3. Responsibilities: 

a. Investigator: 

(1) Prepares a protocol of the proposed investi- 
gation in the format prescribed in AFR 169-6. 

(2) Assures that the policies outlined in para- 
graph 2 above are complied with during the course of 
the research/study. 

BY ORDER OF ftlE SECRETARY OF THE AIR FORCE 
OFFICIAL 

JACK R. BENSON, Colonel, USAF 
Director of Administration 


AFR 169-8 19 August 1974 

b. Commanders of Medical Treatment Facilities: 

(1) When circumstances warrant, appoint a 
medical or dental officer oilier than the investigator 
(and who is neither directly associated with the investi- 
gation nor under the control of the investigator* *o be 
responsible lor advising the volunteer. 

(2) Assure compliance with paragraph 2 above. 

c. The Surgeon General approves or disapproves 
proposed protocols involving investigational new drugs 
or field trials of vaccines and prophylactic drugs. 

4. Medical Investigation of Mishaps. The Director of 
Base Medical Services reports direct to HQ USAF / 
SGPR, Wish DC 20314, any mishap that is coincident 
with or possibly results from procedures using volun- 
teers. He also sends an information copy to the 
appropriate command surgeon. If the mishap is life- 
threatening or otherwise serious, the Director of Base 
Medical Services: 

a. Transmits initial reports as quickly as feasible by. 
electrical means to the above addressees. When MINI- 
MIZE is imposed, reports will be made by the most 
expeditious alternate means available. 

b. Within 15 days of the mishap, submits a final 
complete narrative report to the above addressees. 

NOTE: If reports in a and b above are not otherwise 
classified, mark them "FOR OFFICIAL USE ONLY" 
(AFR 11-30) and ' SENSITIVE MEDICAL DATA." 


5. Publications Pertaining to Volunteers. AU printed 
papers, articles, and reports that pertain to the use of 
volunteers within the provisions of this regulation must 
contain the following statement: "The voluntary fully 
informed consent of the subjects used in this research 
was obtained as required by AFR 169-S." 


6. Reports. The repoits required by this regulation are 
exempt from assignment of a reports control symbol in 
accordance with AFR 300-5, paragraph 3k. 


DAVID C. JONES, General, USAF 
Chief of Staff 


SUMMARY OF REVISED, DELETED, OR ADDED MATERIAL 

This revision explicitly defines the applicability of human volunteers in research (para 1); clarifies policy regarding 
man volunteers (para 2); establishes the requirement for forensic medicine consultation (para 2); deletes specific 
*rmat for volunteer consent form. 
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DFI’AKIMhNI OF Mil AIK I OKCF Al RLGULA I ION |6*M, 

lleadqi..o ie»v US An I oi*c 

^ Washington DC 20330 26 June 1974 


Medical education .mil Research 
CLINICAL 1NVLSITGATI0N 

This regulation explains liuw the Air Force Cluneal Investigation Progiair. i\ sp^usuied and supported at Medical 
Service treatment 1 utilities, clinical research luhoialur ics. and other medical support centers. This regulation doevnut 
apply to the Aw l r or,,c Biot.* hi. I , I'!IAF piocram v.h.'.h tv guided by the 80- and KOOserics of Air Puree 
regulations It implement' U' l > D/ef..* 60004,7 April 1971 ud 1)01) Directive 60! 5 3, 19 January 1968 and, in 
conjunction with Al R U>V-*,iaOD instiuction 5O.»0 *9. 1 : May 19<>4. 


1. Air Force Policy. The An Fuuc encourages and 
supports clinual investigations that contribute to the 
progress of the biomedua! sciences and to the efficiency 
of the USAP Medical Sciviee The r.qimcmcnts me that 
an investigative project be 

a. Related to medical, dental, veterinary, or 
biomedical sciences practice. 

b. Conducted m compliance w*ih tins regulation; 
and, 

c. Performed by members of the Medical Service m a 
manner that dr^cs not compromise the pciformancc of 
their assigned duties. All cluneal mve dilutions by or m 
USAP Medical Service facilities must be pcrlormcd 
according to this regulation except tin sc directed und 
funded hy HQ AMU (AFSC) under the SO- and KUO* 
senes Air Poke icgulatiom. 

2. Definitions: 

a. Chine d Investigation Research generally involving 
animals or huiujits performed by or m collaboration 
with Air Force Medical Seivuc personnel, usually in 
Medical Service facilities 

b. Principal Investigator. A member of the Medical 
Service who initiates a proposal for and conducts a 
clinical investigation after approval by the Surgeon 
General. 

c. Associate Investigator. A member of the Medical 
Service who collaborates with the principal investigator. 

d. Clinical Investigation Facility. A capability 
established to assist m conducting the climc.il 
investigation and teaching rm><ion$ if: USAP medical 
centers. This capability consists of personnel, 
equipment, and facilities and is maintained at a relatively 
constant level on a continuing basis 

e. Cluneal Research tied. A clinical research bed may 
be designated only by HQ USAP The following criteria 
govern the designation of a hospital bed as a clinical 
research bed: 

(I) Hie investigation must be conducted in a 
controlled hospital environment over a protracted period 
of time. 


Supersedes APR 169-6, 26 August 1971 . (For summary 
of revised, deleted, or added material, see signature 
P^e) 
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(2) The bod occupant rcquucs and receives 24 
hour-a-day observation. 

(3) It is not included m the overall operating bed 
allocation of the facility. 

(4) It is not considered a bed for domiciliary ot^* r * 
convalescent patients. 

(5) It is not used for patients admitted on a 
routine hjsis. 

(6) its use does not infringe upon restrictions on 
funds cited in para 4. 

f. Institutional Review Committee. A formal 
committee cM.ihl.vhed al she medical facility to pcifoim 
initial and continuing review of proposed studies, the 
committee assure., .onsidcr alion of the nature, sucntiiic 
merit, and necessity of the clinical investigation as web 
as the acceptability ot the chnicj! investigation in terms 
of relevant l.»;v and community acceptance The 
membership must be composed of a minimum of five 
poisons of varying bj< heround (that is. lawyers, 
clergymen and hymen. . s welt as scientists) to assuic 
complete anJ adequa c review of the clinical 
investigation pio,eu The membciship will not include 
the investigator (A lo: propusal(s) under consideration; 
the chairman must be a physician. 

3. Assignment of Responsibilities: 

a. Principal Investigator? 

(1) Prepares tire proposal for clinical investigation 
and submits it tc the medical facility commander 
through (he medical f: cilny *s Institutional Review 
Committee. (See a*. eh I foi format ) If the investigation 
concerns evaluation ot a new drug, the investigator also 
forwards compiled appropriate Food and Drug 
Administration Forms (see atch I . para 7). 

(2) If requited by the investigation, requests the 
designation ot ci .meal research bcd(s). 

b. Medical Facility Commander. 

( 1 ) FslaMislic* an Institutional Review — — 
Committee, s 

(2) Approves or disapproves the clinical 
investigation proposal sibsequcnt to review by the 
Institutional Review Com niltec. Appiovjl normally will 
be withheld if the pnnci >a! investigator is likely to be 
transferred prior ro th: estimated completion date of the 
project. 

(3) Insuies compl ancc with AFR 169*8 if 
volunteers are .o be used and AFR 169-2 if animals are 
to be used. 
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(4) Forwards the ougutal jnd one copy of 
approved clinical investigation proposals (i:u hiding a 
copy of llu* voluiitji) consent statement required if 
human test subjects are involved | direct lo HO 
USAF/SGI'K, f-oficil.il Budding. Wadi IX' 20314 for 
approval Sends one information copy oath to Ins 
commjnd suigcon and lo HQ AMU/KU, BuxAs APB 
TX 78235. 

(5) Assures that approval is received fr m the 
Office of the Surgeon General puor to initialing the 
investigation. 

(6) Assumes responsibility for the procurement 
and proper utilization of equipment and fu'ds jllotted 
after receiving the approval of the Surgeon Genual 

(7) Facilitates the conduct ol approved clinical 
investigations. 

(8) Submits the following reports of cadi clumal 

investigation for wlinh he is responsible to HQ 
USAF/SGPR. Forr^sul Budding. Wadi IX' 20314, with 
information topics to tits command surgeon and to HQ 
AMD/KD, Brooks Al B TX 7823S ‘ 

(a) Narrative summaries of progicss and 
findings, required Jt least every 6 months tSee atch 2.) 

(b) A loriiul and compunenMve report of the 
lindiiigs jnd conelusioiK when rht investigation is 
completed or it terminated prior to completion, if 
indicated, makes suggestions for application and possible 
additional research. 

(c) Two copies of anv abstract, oul 
presentation. teihmcal report, or journal paper that is 
based in whole or m part on tiro cluneal investigation 
when it is published or presented. 

(9) If the principal investigator is ic assigned, the 
medical facility commander. 

(a) Arranges tor the continuation of the 
project by a new principal investigator if practicable 

(b) Submits to HQ L'SAF/SGPR, Forrestal 
Building. Wash IK* 20314 (with information copies to 
his command surgeon and to HQ AMD/RD, Brooks APB 
TX 78235) a narutivc summary concerning the status of 
the clinical investigation and the actions taken. If the 
project must be terminated a formal, comprehensive 
report of findings to date is required. 

c. The Surgeon General 

(1) Appoints a Clinical Investigation Committee 
to teview and approve or disapprove all clinical 
investigation proposals not involving investigational use 
of drugs. The Clinical Investigation Committee also 
serves as the Review Board, Investigational Use of Drugs, 
which reviews and may recommend approval by the 
Surgeon General of clinical investigation proposals 
involving investigational new drugs, including proposed 
Held Inals of vaccines and prophylactic drugs. 
Modifications of the proposals and rcsubtmssion may be 
suggested. 

(2) Renders Final decision on recommendations 
made by tltc Review Board, Investigational Use of Drugs. 

( j) Authorizes or disapproves the designation and 
use of clinical research bods for a particular 
investigation. 


ATR 169 6 26 W 1974 

(4) No* dies HQ AMD/AC B. lire As AS II l\ 
?H2'S, of all approved propolis so that r.Cc<svuy 
landing documents may lx* issued 

(S| Monitors the Air l one Cl.n v .»l h- c* ;ipau»»n 
Program. 

d Aerospace McUujt Division t Af S( r 

(1) BuJgels and injkci available laitjv tor 
purchasing supplies and cquiji.en* and mvectment 
equipment to support mdividua! eiutnjl invesng itn ns 
approved by the Surgeon General 

(2) On occasion may furnish equipment required 
in approved cIiiikj! investigation pro;.*. is l.vrns id 
equipment to be used in approved i.iskc uiidei this 
regulation arc exempt from prowOduv* .onijined in 
AI M (»7- 1 . volume V, chapter 1 N 

C. Air Training Command l siabkdus and opoates a 
ctinkal investigator facility in wo'ij u ii.i.on with the 
USAP Medical Cei ter Keeslei 

f. Military Aiii*'t Command I A-bhsi . v and operates 
a clinical investigation tJsil«t> u. voiqni.dion with the 
David Giant I’SAI Malujl (Vuie. 

g. An Pone Systems Comn.ai.d si..b!ishc* .md 
operates a sIiuk.i! mvesiig.iSion ! u *. ' ’ - 1 * it* conjoin turn 
with the Wilt oid Hall l -SAP MeJi.aM ei,ti» 

4. Budgeting and Tiiiiding 

3 . Operations an J iUainteiMUvi * t*rt«!5 are used for the 
operation of the JimkjI investigation t.K.hhes at Wiihml 
Hill USAI Medi al Center. tsM Med.. at (em*» 
Keeslei. and David Gr mt l:S\l Me.iu t < enter The 
budgeting and funding ol this plenum ai v.iJi ot ih>\e 
medical centers is the xespon.ib !n. *»t the major 
command voncinod 

b Ojeiations and rnjmten iik** fu* ding tor all 
appruv . ' shnical •mc>tigjiions t<» *k uikiukcn by a 
Prrnvip.il Investigator are progrjn m.ed aid budge ted n> 
llie Aerosj’j.e MeJual Division 1 *;nds t..t sujt chunal 
investigations nor malty will not be used tor hump 
addition il personnel or for 1 DY trjv.i However. d 
exceptions arc granted by HQ I’SAI.SGPK. .Umal. 
technical, or professional personnel win. >( ic lured lull or 
part lime, to aid hi a clinical mv- .r gallon project . may 
not otherwise by employed withm the medical 
treatment facility or the base. 

c. Investment cquipmon* requirements not expressly 
identified as a part of a specific chnual investigation 
proposal aic submitted to lh. % major command as part of 
the base medical services ar nuat investment equipment 
budget. Investment equipment items wbi.h ate 
speed ically ineluded m pioposals approved by I IQ I’SAP 
will be* funded by iho HQ AMI) as m para «d( I ) 

d. Medical facility commanders and investigator* 
must not enter into contractual agreements that involve 
clinical investigation projects without the spec it «c 
approval of llie Surg.'on General 

e. Unexpended funds from a terminated project and 
any equipment provided by HQ AMD must be returned 
lo HQ AMD. Brooks APB TX 782 35 

5. Publication of Reports, Publication of papers 
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6. Report* Required. Ik reports requited hy Ifm 
regulation 4ic excluded liom assignment of a KopoiU 
Control Symbol under Al : K 300 S. 


OFFICIAL CEORCC S IJROWN, General', USAF 

Chief of Staff 

JACK R. BENSON. Colonel, USAF 2 Attachments 

Director of Administration Sample Formats 

SUMMARY Or REVISED, DELETED, OR ADDED MATERIAL 

Tins revision establishes the minimum womposihon of Institutional Review Committees (para 2). requires approval of 
the Office of the Surgeon Genei jl poor to initiating work on tnvcsligaWrm (para 3), provides tire formjt for progicss 
reports (ault 2) 




AI R 169 6 26 June 1974 

resulting I rout cimn.it mv.snp.jt.tm projects o 
cncouijgcd in mihtjry jiul ctvihjii piofevuointl jour njls 
(Note Al R l‘H) 17 lor proper cleat jtnc procedures ) 


BY ORDER OF THE SECRETARY OF THE AIR FORCE 
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AI K 16V 6 Attachment I 26 June I ‘>74 


Sample Formal 

PROPOSAL TOR CLINICAL INVESTIGATION 
(Title of Investigation) 


1. Purpose of tmestiptiou. Give a brief summary. 

2. Bibliography. After a careful sear v h of the scientific 
litciiilurc for i elated studies, list ilic nujor publications 
m the field of the mvcstiption 

3. Technical Approach Sumnun/c ail information 
needed foi an adequate evaluation, uuiude details of the 
experimental design, a description of methods to be 
used, and number, age, sex, and so iorth. as appropriate, 
of subjects and controls For protocols involving human 
test subjects, describe hazards and saleguards. 

4 . Equipment. List items of requited equipment and the 
estimated cost of cacti item. 

5. Investigation Schedule. 

a. Date investigation will begin 

b. Duration 

c. Time phases 

d. Date of completion (see pat a 3b(2)l 

NOTE list any factor whnh may adversely influence 
this schedule. 

6. Experimental Subjects. If experimental subjects aic 
involved, include a statement indicating compliance with 
the appropnatc regulation. 

a Human test subjects See AI R 169*8 
b. Animals Sec APR 169*2. 


7. Use of Investigational Drugs. If the investigation 
concerns human studies, treatment, or diagnostic 
procedures involving the use of medications not listed in 
the JDS Pharmacopoeia or the National Formulary, or 
not approved for general use by the Food and Drug 
Administration, or employed m a manner not provided 
fot m the drug labeling, include copies of the 
appiopuatc FDA foim(s). 

a. FD I571, Notice of Claimed Investigational 
Exemption for a New Drug. 

b FD IS72, Statement of Investigator (Conical 
Pharmacology) 

c. FD*I 573, Statement of Investigator 
These forms may be obtained from the Office of New 
Diugs, Food and D.ug Administration. Wash IX! 20204 

8. Personnel Data: . S 

a. Medical Facility Commander (name, grade, and 
titlcj. 

b. Investigator and Associate lnvestigaior(s) (name, 
grade, and title). Al'ach cumcub vitae. 

9. Manpower. Lstii • nc number of man hours to be 
applied to the iiiV'-'iigjtion categorized by Air Force 
Specialty Code (AF.^C). for example 

1 Captain, AFSC hours 

1 SSgt.AFSC hours 

1 GS*5 Secretary, AfSC hours 
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Sample Formal 
PROGRLSS Rll’ORT 


SUBJECT Clinical Investigation Proposal # 

TO. I IQ USAF/SGPR 

1 . Status of study including summary of findings 'o dale and problems experiencing or anticipated. 

2. StJtus of resources allotted for the study. 

3. estimated completion date 

4. Ollier. "" 


Copy to Major Command/SG 
AMD/RD 


Less than one page in length. 


I - 
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DEPARTMENT OF I HE NAVY 

BOHCAUOf MLOICIMr ^'iO SUItCtRV 

WASHINGTON. DC JWO& 20372 


BUHED INSTRUCTION 6710. 49P 


•M HfrtA TO 

BUMEDINST 6710. 49D 
NIDRB 

9 July 1973 • 


From: Chief, Bureau of Medicine and Surgery 

To: Stations Having Medical/Dental Personnel 

Sub j : Investigational use of new drugs in human beings 



Ref: 


(a) Code of Federal Regulations, Title 21, Section 
130, Hew Drugs (NOTAL) 

(b) DODINST 5030.29, Sub j : Investigational Use of 
Drugs by the Department of Defense* (NOTAL) 

(c) MAHMED art. 20-10 

(d) BUMEDINST 3900.3 B Sub j : Research re- 

porting procedures for the Research, Explora- 
tory Development, and Advanced Development 
Categories at the Work Unit Level (NOTAL) 

(e) BUMEDINST 6000.4 A Subj: Clinical 

Investigation Program (CIP) (NOTAL) 

(f) SECNAVINST 3900.39, Subj: Use of volunteers 

as subjects in research, development, test; 
and evaluation (NOTAL) 


Enel : 


(1) FDA Requirements for Institutional Review 
Committees 

(2) New Drug Regulations, Part 130.37 

(3) Sample Consent Format 

(4) Guideline Procedures for Local Control and 
Use of Investigational Drugs 

(5) Overview of Approval Procedure 


1. Purpose . To establish policies and procedures for 
the investigational use of new drugs in patients and 
healthy human subjects involved in clinical or other 
research conducted under the auspices of the Department 
of the Navy. 


70*026 0 - 76 - 24 
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2. Cancellation . BUMED Instruction 6710. 49C is canceled. 

3 . Definitions 

a. FDA . Food and Drug Administration of the U.S. 
Department of Health, Education, and Welfare. 

b. Investigational New Drug . A new drug not yet 
approved for general use and marketing by the FDA, but 
intended solely for investigational use by experts 
qualified by r.cientific training and experience to in- 
vestigate the safety and effectiveness of drugs, and 
exempted from the prohibition of introduction, or 
delivery for introduction, into interstate commence for 
use in man on the basis of a Notice of Claimed Investi- 
gational Exemption for a New Drug (Form FD-1571), filed 
with the FDA. (In addition, a new "biologic product" - 
meaning any virus, therapeutic serum, toxin, * antitoxin, 
or analogous product applicable to the prevention, 
treatment, or cure of diseases or injuries in man - is 
subject to license under Section 351 of the Public 
Health Service Act, and the FD-1571 Notice, as well as 
all subsequent communications should be submitted to the 
Bureau of Biologies, FDA, which monitors the development 
of biologic products.) 

c. Sponsor . The person or agency who assumes re- 
sponsibility for compliance with_ applicable provisions 
of the Federal Food, Drug and Cosmetic Act, as amended, 
and Federal regulations. The sponsor may be an individ- 
ual, partnership, corporation, or government agency and 
may be a manufacturer, scientific institution, or an 
investigator regularly and lawfully engaged in the in- 
vestigation of new drugs. To sponsor an investigational 
new drug requires submission to FDA of form FD-1571. 

When the Navy assumes sponsorship of an investigational 
new drug, the sponsor will be a field activity under the 
command of the Chief, BUMED, that is qualified to under- 
take sponsorship responsibilities and has an appropriate 
institutional review committee for proposed research using 
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investigational drugs' and biologicals. Normally, the Navy 
sponsor will be the fold activity proposing the research. ^ 

d. I nvestigator . A physician or clinical pharmaco- 
logist who is designated by the sponsor as qualified to 
perform a particular phase of the investigation and who 
has executed for the sponsor the PDA form. Statement of 
Investigator (FD-1572 or FD-1573) . 


e. Institutional Review Committee . A group to study 
investigational new drugs for use on human subjects will 
be reviewed by an "institutional review committee". 
"Institution" is interpreted to include naval medical/ 
dental treatment facilities and BUMED command RDT&E 
research facilities. The membership must be comprised 
of sufficient members of varying background to assure 
complete and adequate review of the research project or 
clinical investigation study (see encl.(l)). 

f. G rantee . Recipient of a grant, usually a nonprofit 
institution or organization. The grant is a written agree- 
ment executed by both the Government (grantor) and the 
institution (grantee) . Normally the grant document will 
contain a limited number of express conditions relating 

to funds, methods of payment, general nature and scope 
of the research, patents and copyrights, revocation, and 
other related matters. Grantees are required to partici- 
pate in a share of the costs incurred in the performance 
of a grant. 

g. Navy Contractor . A nonprofit or a commercial 
organization. Contract procedures are subject to the 
requirements of the Armed Services Procurement Regu- 
lation. Contracts maybe either cost, fixed price, cost- 
reimbursement, or cost-plus-f ixed fee. The selection 

of the type of contract is based on various factors, such 
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as typo of research to bo' performed, the contractor's 
experience in maintaining cost records, and the degree 
of definitiveness that can be established in the pro- 
posed costs and performance of the work. 

h . Ph ases of Clinical Investigation and Required 
Qualifications of the Investigator . Reference (a) 
describes the phases of clinical investigations with 
new drugs. The phase of a particular study is deter- 
mined by the TDA in consideration of supporting data 
supplied by t) e sponsor. Following the completion of 
preclinical studies on experimental animals, clinical 
investigation of a new drug progresses through three 
phases : 


(1) r hase 1 . The investigational drug is 

administered to healthy volunteers to determine human 
toxicity, metabolism, absorption, elimination, or other 
pharmacological action, preferred route of administra- 
tion, and safe dose range. In Phase 1, the investigator 
must be able to evaluate the toxicity and pharmacological 
effects of the drug on man. * 

(2) F hase 2 . Initial trials in the diagnosis, 
treatment or prevention of a specific disease to deter- 
mine safety and efficacy. Additional pharmacologic 
studies performed concurrently in animals may be neces- 
sary to indicate safety for the Phase 2 extension of the 
investigation. In Phase 2, the investigator should be 

a physician or dentist familiar with the conditions to 
be treated, the drugs used in these conditions, and the 
methods of their-evaluation. 

(3) Phase 3 . This is the clinical trial phase 
which is designed to assess the drug's safety and effec- 
tiveness and optimum dosage schedules in the diagnosis, 
treatment, or prophylaxis of groups of subjects involving 
a given disease or condition. A reasonable protocol is 
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developed on the basis of the facts accumulated in the 
earlier phases, including completed and submitted 
animal studies. This phase is normally conducted by 
separate groups following the same protocol (with 
reasonable variations and alternatives permitted by the 
general plan) to produce well controlled clinical data. 

In Phase 3, in addition to experienced investigators, 
physicians or dentists not regarded as specialists in 
clinical pharmacology may serve as investigators. 

4 . Relat ionship Between the FDA. Sponsor, and Investi- 
gator . Reference (a) requires the sponsor of an 
investigational drug to approve, monitor, and correlate 
data on ail studies conducted under the FDA investiga- 
tional new drug (IND) exemption authorizing his study. 

To insure that each investigator is qualified and that 

the proto rol for the study and facilities are adequate, the 
sponsor mast obtain from each investigator either a 
form FD-1572, Statement of Investigator (Clinical Pharma- 
cology), for Phase 1 and 2 trials or a form FD-1573, 
Statement of Investigator, for Phase 3 trials. The 
sponsor will, in turn, submit copies of these forms and 
other material to FPA, who will include this information 
as part of the total study for which that sponsor is 
responsible. — 

5. Navy Reviewing Procedures 

a . BUMED Responsibility and Review Procedures. Re- 
ference (b) requires that all studies using investiga- 
tional drugs under the auspices of the Department of 
the Navy be approved by a departmental review board of 
professionals and that the approval be confirmed by the 
Surgeon General of the Navy. Because of certain hazards 
inherent in new drug development, BUMED reviews pro- 
posals to use investigational drugs to insure protection 
of human subjects used in Navy studies as well as to 
insure Navy program relevance and compliance with FDA 
regulations, proposals to use investigational drugs 
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may be submitted as RDT&E* research proposals or pro- 
posals under *;he Clinical Investigation Program (CIP) 
as outlined below: 

(1) RDT&E research proposals must meet the 
criteria of RDT&E funded investigations and will be 
submitted as prescribed by references (c) and (d) . 

The Research Division (BuMed-Code 71) has. the overall 
administrative responsibility for such investigations 
and will consider these proposals using the same 
criteria of scientific conduct. Navy relevance, and re- 
porting standards as applied to other studies (Work 
Units) under i ts cognizance. , 

(2) Cl:nical Investigation Proposals are studies 
funded by 0 and M,N allotment and OPN allotment when- 
ever investmer t equipment is approved, and will be sub- 
mitted as prescribed by reference (e) . The Clinical 
Investigation Control Center (CICC) , BUHKD, reviews 
each CIP proposal for merit and program relevance con- 
siderations. 

(3) Naval Investigational Drug Review Board (NIDRB ) . 
After program review by either the Research Division or 
the CICC, each proposal to use an investigational drug 
will be reviewed by the NIDRB regarding: 

(a) the safety and efficacy of the proposed 

study; and 

(b) compliance with Federal regulations, in- 
cluding Federal laws and FDA regulations and procedures. 

(4) Approval and Notification . After NIDRB 
approval, the proposal will be submitted to the Surgeon 
General for confirmation of approval. Approval notifi- 
cation to the requesting activity will be made by either 
the Research Division or the CICC. See paragraph 6b 
below for required delay of beginning studies sponsored 
by Navy investigators or activities. 
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( 5 ) use of Human Vo l unteers . Compliance with 
reference (f) is required in using human volunteers in 
certain investigational drug studies. 

b. C ommand Responsibility and Procedures 

C.) Proposals to use investigational drugs in 
humans will be reviewed and approved by appropriate com- 
mand review committees (as required by reference (d) or ~~ 
(e) and the commanding officer prior to submission -to 

BUMED. Soe enclosure (1) for FDA requirements. 

* • 

(!) Investigators will prepare and submit pro- 
posals to ur.e investigational drugs in accordance with 
reference (d) or \e) , as appropriate. Depending upon 
whether the drug to be tested is spons o red by~ organi- 
zations o.*' individuals outside the Navy or by Navy 
activities or investigators, the following additional 
information is required for NIDRB review. 

* 

(a) Non-Navy Sponsored Drugs . It is 
expected ;hat most clinical trials of investigational 
drugs per. formed by naval investigators will be with 
drugs sponsored by an organization other than the Navy? 
e.g.. National Institutes of Health, civilian medical 
centers, or the pharmaceutical industry. Before approval 
of a clinical trial with an investigational drug may bea- 
cons idered, the following documentation must be submitted 
for review: 


l The M Information-Data for Clinical 
Investigators” (IDCI) prepared for the drug, obtained 
from the sponsor. 


2 A "Statement of Background Information” 
containing the followings 
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a. Confirmation by the investigator 
that he and an r associate investigators have read and 
understand the IDCI . 


b. Name of manufacturer and sup- 
plier of drug, if different from the sponsor. 

c. If the study represents parti- 
cipation by the Navy in a larger coordinated effort by 
other investigators, a description of this program and 
the extent of part icipation . 

d. ~Any information in addition to 
that contained ir the IDCI which the investigator* consider 
pertinent to the safety and therapeutic rationale of the 
use of the drug. 


e. Statement that written consent 
will be obtained from patients. If it is felt that an 
exception to consent is warranted as described in para- 
graph 11a (2) of this instruction, then a detailed justi- 
fication of this opinion is required. 

3_* A Statement of Investigator, Form 
FD-1572 or FD-1573 (as determined by the sponsor). 

4. A study protocol submitted in ac- 
cordance with reference (d) or (e) including the approxi- 
mate number of subjects, their age, sex, condition, and 
other relevant information concerning the subjects who 
receive the drugs and subjects (if any) that will serve 
as controls. The protocol should also include an outline 
of dosage regimens, clinical monitoring and safety pro- 
cedures, and anticipated methods of data analysis. 

j>. If BUMED approval is granted, form 
FD-1572 or 1573 will be forwarded to the sponsor by the 
command or activity initiating this form, and the 

sponsor instructed to forward the drug directly to the 
pharmacy of the facility concerned. 
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c. alternate Procedu re. An investigator may wish 
to participate in an FDA approved study encompassing 
several drugs (such as those used in cancer chemotherapy) . 
Prior approval to use a group of drugs may be obtained 
by following the basic procedures outlined above. 

6. Navy-Sponsored Drug s (s ee par 7 3c) The occasion may 

arise who e an individual desires to investigate a drug, 
the use o which is not yet approved by the FDA, and 
which is i ot sponsored by another organ ization for clini- 
cal testiig. In such a case, the Navy investigator or 
his comma! d .nay request sponsorship through the same 
review procedures as described above and providing, in 
addition i o t he requir eme nts of reference (d) or (e) , 
the following documentation: 

a. Ct mulcted Notice of Cl a imed Inv esti gational - 

Exem ption fe r a Now Drug , FD-1571, whicrv requires the 
f ol lowing : 

(1) All chemical, generic, and trade names by 
which the drug is known. 

» 

(2) The supplier of the drug. 

(3) The dosage form(s) of the drug to be used, 
including the concentration of all active and inert sub- 
stances in the preparation. 

(4) The route (s) of administration to be used. 

(5) The disease condition (s) for which the drug 
will be used. 

(6) Toxicity data which would indicate, to-date, 
that the -drug is safe to use on humans. Toxicity data 
may be submitted directly or by reference to relevant 
literature. 

(7) The plan of the investigation (as listed in 
reference (d) or (e)) . 
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(8) If the drug for administration is prepared 
in Navy supported laboratories, the method of prepara- 
tion, quality control, sterilization, etc. 

b. Upon approval by BUMED, required documentation 
shall be submitted to FDA by the sponsor. FDA should 
be instructed to send acknowledgement of receipt of the 
form FD-1571 directly to the sponsor. Initiation of 
clinical studies may not begin prior to receipt of FDA 
acknowledgement. 

7 . Use of In *est igat ional Drugs in Emergency Situations 

a. Basic P rocedure . Urgent situations may arise 
when a clinic. .an feels that emergency use of an investi- 
gational drug it- indicated in the case of one patient 
where maintenance of life or vital function is threatened 
The following procedures should be used for approval, pro 
curement, and use of an investigational drug in such a 
circumstance. 

(1) Obtain approval of the institutional review t 
committee and the commanding officer. 

(2) Obtain mandatory BUMED authorization and 
guidance by calling the Chairman of the Naval Investi- 
gational Drug Review Board. The Chairman or his 
designee may be contacted via the BUMED Information Desk 
during working hours, or the BUMED Duty Officer outside 
of normal working hours (Area Code 202, 254-4348) ( Auto- 
von 294-4348) . The following information is required 
for telephone approval: 

(a) Name and supplier of drug. 

(b) Sponsor, investigator, and IND number 

of the drug. 

(c) Principal investigator. 
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(d) Name,* status, and diagnosis of the patient. 

(e) Confirmation of patient consent. 

(3) The emergency procedure does not relieve the 
Navy clinician from FDA requirements for using investi- 
gational iev; drugs. The clinician must be a designated 
investiga :or (by submitting an FD-1572 or 1573 to the 
spor^or 6 : the drug), or his name must be included as 
associate investigator on an approved investigator's 
FD-1572 or 1573. These procedures are necessary to insure 
that all data regarding the use of an investigational new 
drug are rol.lected and reported to the sponsor for eventual 
submission ';c FDA. 


(4) j 7,11 emergency telephone requests must be con- 
firmed wi ;h an official request in writing to BUMED (NIDRB) 
submitte d within 2 working days after receipt of tele- 
phone aut'iori zation* Include documentation of patient 
consent . 


(5) Authorization for emergency use of an investi- 
gational drug shall not be construed as being authorization 
for use ~i»i other patients. 


(6) At the termination of the use of the drug by a 
Navy investigator, a report must be filed with the NIDRB 
stating the results and including a case summary. 


b. On Foreign Soil . Paragraph 9 provides information 
for emergency use on foreign soil. 


8 . Procedure for Navy Contractors or Grantees 

a. All contracting or granting offices are required 
to review contracts or grants to civilian factilities for 
use of investigational drugs in human subjects. If the 
cognizant office agrees to support the study based on its 
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own research criteria, it will solicit the information 
from the contractor or grantee and submit to BUMED as 
indicated in paragraph 5 or 6 as appropriate. Approval 
by the NIDR3 and confirmation of the approval by Chief, 
BUMED, is required before the clinical trials are under- 
taken. Action by Chief, BUMED, will be transmitted to 
the cognizan : contracting office. The contractor should 
then be instructed to submit the appropriate forms to 
the sponsor. 

b. If a civilian contractor or grantee wishes the 
Navy to sponsor an investigational drug, the cognizant 
contracting office shall obtain from the requester the 
information required by paragraph 6a. This information 
should be forwarded to BUMED (NIDRB) via BUMED (Code 71) 
for action. If approval is granted, the Navy field 
activity serving as sponsor will submit the required 
information to FDA and will solicit a forrr. FD-1572 or 
1S73 from this contractor via the contracting office. 

c. All reporting requirements detailed in this in- 
struction shall apply to contractors who shall submit— 
reports to the cognizant contracting office for forward-* 
ing to BUMiED in accordance with reference (d) or (e) . 

9 . Application to Naval Facilities on Foreign Soil 

a. Naval personnel stationed on foreign soil must 
comply with this instruction in connection with the 
administration of drugs to any patient within a facility 
under the administrative control of the U.S. Government. 
This applies to: ~ 

(1) Investigational drugs having a U.S. sponsor 

(2) Foreign drugs which are available on the 
world market but which have no status in the U.S. 
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b. The medical co;jnanding officer may grant ap- 
proval for emergency use of drugs described in this 
paragraph. When emergency approval is granted, BUMED 
(NIDRB) should be informed of the circumstances in 
writing irrmediately utilizing the reporting procedures 
described in paragraph 7. 

c. If a drug described in this paragraph is being 
utilized in the treatment of a patient being transferred 
to a hospital in the U.S., its Commonweal ths , territories, 
and possessi Dns , BUMED (NIDRB) must be notified prior to 
the transfer. Notification must include the ‘name of- the 
drug and the condition for which it is being utilized and 
the name and destination of the patient. 

d. The use of investigational drugs. in connection 
with clinical investigation (CIP) or clinical research 
(RDT&E) irvolving non-U. S. citizens at overseas activi- 
ties must be approved by the commanding officer and 
must comply with the legal requirements of the host 
country. This requirement applies whether the studies 
are conducted on board the overseas U.S. naval facility 
or whenever the U.S. Navy physician or dentist is parti- 
cipating in a joint study with local investigators at 
another facility within the host country. 

10. Classified Drugs 

a. For clinical investigations with Navy-developed 
drugs that are classified for reasons of national security 
as defined in reference (d) , the filing of a formal Notice 
of Claimed Investigational Exemption for a New Drug (Form 
FD-1571) to the Department of Health, Education, and 
Welfare is not required, provided the study has been ap- 
proved by the Naval Investigational Drug Review Board 
and the Surgeon General of the Navy. 


13 



BUMEDINST 6710. 49D 
9 July 1973 


376 


b. BUMED will report to FDA personnel who have 
proper security clearance, 

11 . Local Handling of Investigational Drugs and Admini- 
stration of Clinical Trials 


a. Principles . Since hospitals are the primary 
centers Tor clinical investigation of drugs, the 
hospitals and the medical staffs are responsible for 
insuring that proper procedures are established. 

; I 

(l) 1 Cnvestigational drugs should be used only 
under the direct supervision of the principal staff 
investigator who shall secure the necessary consent and 
assure that’ such investigations shall be in accordance 
with the applicable provisions of reference (f ) , and 
within the framework of the study approved by BUMED. 
Consent for use of investigational new drugs shall be 
in accordame with the policies states in enclosure (2) 
and reference (e) . Enclosure (3) is a sample consent 
format to be used for guidance. 

(2) In .general, no p atient may be treated with 
an investigational drug without his written consent, or, 
in the case of a minor child, the consent of the child's 
parents or guardians. Where patients arc given a new 
drug for treatment, written consent must be obtained in 
all but exceptional cases. These exceptions include 
relatively rare situations where it is not feasible to 
obtain the patient's consent or the consent of his rep- 
resentative (e.g., emergency treatment or. matter of 
professional judgment exercised in the best interest of 
a particular patient under the investigator's care) or 
where it would be contrary to the patient's welfare to 
obtain his consent. The decision to grant exceptions 
to the requirements for written consent rests with Chie 
BUMED. In emergency situations described in paragraph 
of this instruction, two or more members of the NIDRB, 
in agreement, may grant an exception. 


14 
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(3) Nurses may administer investigational drugs 
only under the supervision of an Investigator or associ- . 
ate investigator. Nurses who administer investigational 
drugs shall bo specifically designated by the investi- 
gator and shall be provided with such basic information 
as dosage forms, strengths available, actions and uses, 
side effects, and symptoms of toxicity. 

.4) The pharmacy service shall store, properly 
label, and dispense investigational drugs in accordance 
with the ir vestigator ' s written orders. 

b. Gvi deline Control Procedures , Suggested pro- 
cedures for the control and use of investigational drugs 
are attached as enclosure (4) . 

12 . Reporting Procedures 

a. In addition to reporting requirements in re- 
ferences (d) report symbol MED 3900-2 (DD-DR&E (AR) 636 
(3900)) and (e) report symbol MED 6000-3, reports on 
the use of the investigational drug shall be forwarded 
to BUMED (NIDRB) upon termination of study. Con- 

tractors or grantees need only submit the latter report 
to their cognizant contracting office for forwarding to 
BUMED. 


b. BUMED (NIDRB) shall receive a copy of all reports 
to sponsors; e.g., pharmaceutical firms. 

c. The observation of any untoward side effects 
must be reported immediately by letter or message to 
BUMED (NIDRB) report symbol MED 6710-2 (MIN; ETAUTH) . 

13 . Forms and Reports 


a. The below listed forms required to comply with 
reference (a) may be obtained from the Food and Drug 
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Administration, Office of Scientific Evaluation, Bureau 
of Drugs, 5600 Fishers Lane, Rockville, Maryland 20852: 

FD Form 1571 Notice of Claimed Investigational 
Exemption For a New Drug 

FD Form 1572 Statement of Investigator (Clinical 
Pharmacology) 

FD Form 1573 Statement of Investigator 

b. NAVMED 6710/1, Narcotic and Controlled Drug Account 

Record, prescribed* :.n enclosure (4), is available from Cog I 
stock points. ; 1 

c, NAVMED 5710/2, Investigational Drug Data Record, 
and NAVMED 6710/3, Investigational Drug Inventory and 
Prescription Record, prescribed in enclosure (4) , are 
available from BUMED. 


d. Reports required by paragraphs 7, 9, 12b and c, 
are assigned report symbol MED 6710-2. The reporting 
requirement has been approved by the Chief of Naval 
Operations. 



Copy to : 

A3 (CNO-OP-09B14) 
(CNO-OP-09B18) 
FKM (NavPubFormCen) 


Stocked : 

COMNAVDIST Wash. DC 
(Supply & Fiscal Dept. - Code 514.3) 
Wash. Navy Yard 
Wash. DC 20374 
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FDA Requirements for Institutional Review Committees 


The Code of Federal Regulations, part 130.3, New 
Drugs for Investigational Use in Human Beings, has been 
amended to include the following requirements: 

a. Each study involving investigational new drugs 
using institutionalized human subjects will be reviewed 
by an " institutional review committee" . (Institution is 
interpreted to include naval medical/dental treatment 
facilities and BUMED research (RDT&E) facilities, and the 
requirement for institutional committee review applies 

to all three phases of clinical studies as described in 
reference- (b) . ) 

b. Assurance must be given that an institutional 
review committee is responsible for initial and continuing 
review and approval of the proposed clinical study. 

c. The membership must be comprised of sufficient 
members of varying background, that is, lawyers, clergy- 
men, or laymen as well as scientists, to assure complete 
and adequate review of the research project. The member- 
ship must possess not only broad competence to comprehend 
the nature of the project, but also other competencies 
necessary to judge the acceptability of the project of 
activity in terms of institutional regulations, relevant 
law, standards of professional practice, and community 
acceptance. 

d. Assurance must be presented that neither the 
sponsor nor the investigator has participated in se- 
lection of committee members? that the review committee 
does not allow participation in its review and conclusions 
by an individual involved in the conduct of the research 
activity under review (except to provide information to 
the committee). 


Enclosure (1) 
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e. Reviews of tbo study will be conducted by the 
review committee at intervals appropriate to the 
degree of risk, but not exceeding 1 year, to assure 
that the research project is being conducted in com- 
pliance wxth the committee's understanding and 
rccommonda tio is . 

f. The r?view committee will maintain adequate 

documontat icn of its activities and develop adequate 
procedures fo: reporting its findings to the insti- 

tution. The lo rumonts maintained by the committee 
are to include :h:s names and qualifications of com- 
mittee member >, records of information provided to 
subjects in outlining informed consent, committee 
discussion on substantive issues and their resolution, 
committee recommendations , and dated reports of suc- 
cessive reviews as they are_per formed . Copies of all 
documents are to be retained for a period of 3 years 
past the completion or discontinuance of the study 
and are to bo made available upon request to duly 
authorized representatives of the Food and Drug 
Administration • 


Enclosure (1) 


2 
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New Drug Regulation s , Pa rl 330.37 

130,37 Consent for use of investigational new dr ug *; (1NT>) on humans ; 
statement of p olicy 

(a) Section 500 (i) of the act provides that regulations on uso of 
investigational no* drugs on humans shall impose the condition that in- 
vestigators "obtain the consent of such human beings or their representa- 
tives, except where they deem it not ieusiblc or in their professional 
judgment, contrary to the best interests of such human beings,” 

(b) This means that the consent ol sue!) humans (or the consent of 
llii'ir representatives) to whom investigational drugs are administered 
prt’ oily for the accumulation of scientific knowledge, for such purposes 
as studying drug behavior, body processes, or the course of a disease, 
must tv* obtained in all cases and, in all but exceptional cases, the con- 
sent of patients under treatment with investigational drugs or the con- 
sent of their representatives must be obtained, 

(c) "Under Vieatmont” applies when the administration of the investi- 
gational drug f«* * diagnostic, therapeutic, or other purpose involves medi- 
cal judgment, ta;ing into account the individual circumstances pertaining 
to the patient to whom the investigational drug is to be administered, 

(<! ) "Exceptional cases” as used in paragraph (b) of this section are 
those relatively rare cases in which it is not feasible to obtain the 
-patient’s consent or the consent of his representative, or in which as a 
matter of professional judgment exercised in the best interest of a par- 
ticular patient under the investigator’s care, it would be contrary to 
that patient's welfare to obtain his consent, * 

(c) "patient” means the person under treatment, 

(f) "Not feasible” is limited to cases wherein the investigator is 
not capable of obtaining consent because of inability to communicate with 
the patient or his representative; for example, the patient is in a coma 
or is otherwise incapable of giving consent, his representative cannot be 
reached, and it is imperative to administer the drug without delay, 

(g) "Contrary to the best interests of such human beings” applies 
when the communication of information to obtain consent would seriously 
affect the patient's well-being and the physician has exercised a pro- 
fessional judgment that under the particular circumstances of this patient's 
case, the patient's best interests would suffer if consent were sought, 

(h) "Consent” means that the person involved has legal capacity to 
give consent, is so situated as to be able to exercise free power of choice, 
and is provided with a fair explanation of pertinent information concerning 
the investigational drug, and/or his possible use as a control, as to enable 

—him to make a decision on his willingness to receive said investigational 
drug. Tills latter element means that before the acceptance of an affirma- 
tive decision by such person the investigator should careful 1-y consider 


Enclosure (2) 



382 


.BUMEP1NST 6710. 4£>D 
9 July 1973 _ 

and make known to him (taking into consideration such person's well-being 
and his ability to understand) the' nature, expected duration, and purpose 
of the administration of said investigational drug; the method and means 
by which it is to be administered; the hazards involved; the existence of 
alternative forms of therapy, if any; and the beneficial effects upon his 
health or person that may possibly come from the administration of the in- 
vestigational drug. 

When consent is necessary under the rules set forth in this section, the 
consent of persons receiving an investigational new drug in Phase 1 Y and 
Phase zV investigations (or their representatives) shall be in writing. 
When consent is necessary under such rules in Phase 3 V investigations, it 
is the responsibility :>£ investigators, taking into consideration the 
physical and mental stxtc of the patient, to decide when it is necessary 
or preferable to obtai f consent in other than wri form. When such 

written consent is not obtained, the investigator must obtain oral con- 
sent and record that fact in the medical record of the person receiving 
the drug. 


V As discussed in item 10 of Form FD-1571, which Form is set forth in 
130.3(a) (2). 

I 


Enclosure ( 2) 


2 
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SAMPLE CONSENT FORMAT 


(Activity) 

CONSENT FOR VOLUNTARY PARTICIPATION 
in a 

CLINICAL RESEARCH (RDT&E) /CLINICAL INVESTIGATION (CIP) 

STUDY 


Date : 

1. I , t born 

hereby volunteer to participate as subject in the clinical 
research/clinical investigation study entitled: 


Work Unit or CIP Number . 

2. The purpose of this study has been fully explained to 
me in simple language which I understand. All potential 
risks have been explained to me. I further understand 
that the adequacy of safety measures has been certified 
by the Chief, Bureau of Medicine and Surgery. These 
consist of the following : 


3. In making my decision to volunteer, I am not relying 
on any information or representation not set forth in 
this document; and consent is given as an exercise of 
free will without any force or duress of any kind. I 
understand that the study is experimental in nature, 
and that my consent to participate does not constitute 
a release from any possible future liability by the 
Navy attributable to this study. I further understand 
that I may voluntarily withdraw as a volunteer partici- 
pant in this study at any time :L so desire. Should there 


Enclosure (3) 
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be any additional potential risks which might become 
known during the course of *.his study, I understand 
that these will be fully explained to me. 


SIGNED: 

(Typed NAME, GRADE or RATE 
and SSN) 

WITNESS: INVESTIGATOR: 

(Signature) (Signature) 


(Typed NAME, GRADE or (Typed NAK^, GRADE or 

RATE and SSN) RATE and SSN) 


Copy to: 

Service Record, jacket or personrel file 
Hospital Chart (if applicable) 


Enclosure (3) 
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Guideline Proce dures fo r bocal Contr ol a n d U se of I nvestiga tion al Drugs 

Prior to submission to BUMKDj requests for the use of investigational drugs 
shall be approved by the commanding officer or senior medical officer aboard » 
who may utilize recommendations of advisory panels; c.g,, pharmacy and thera- 
peutic committee or clinical research committee. Upon BUMED approval to use 
ih£" invest igatlonal drug, the following procedures arc suggested: 

1« The drug shall be requisitioned from the manufacturer, sponsor, or other 
source specifying that the shipment lx* made directly to the pharmacy to assure 
safekeeping under proper storage* and for establishment of record keeping pro- 
cedures, 

2. Upon receipt, the Pharmacy Officer shall, with the assistance of the in- 
vestigator, insure that a NAVMED 6710/2, Investigational Drug Data Record, 

Is prepared, 

3* The pharmacy shall attach to each container a distirctiyc label (color 
or shape) containing the statement, "investigational Drug - Not for General 
Use," the name «f the drug (or if a code number is used, then the pharma- 
cological class? f .cation; for -oxamplc, "Analgesic Drug" or "Ant ihistaminlc 
Drug"), and the n;mc of the investigator. 

4. The pharmacy snail allocate a separate locked men for the exclusive 
storage of the drugs. 

5, The principal investigator, or authorized associate investigator (as 
Indicated on Form FD-1572 or 1573), shall request Inc drug from the phar- 
macy by means of a written prescription form. The pharmacy shall not. 
honor any prescription signed by a person other than the specific inves- 
tigator or associate investigator (s) , 


6, The prescription shall be kept in a separate file, numbered consecu- 
tively, and the number prefixed by "IND", 

7, A separate NAVMED 6710/3, Investigational Drug Inventory and Prescrip- 
tion Record, shall be maintained in the pharmacy for each drug. This pro- 
vides a perpetual pharmacy inventory and serves as a ready reference of 
all patients receiving the drug, 

8, When the drug is delivered to the ward, a completed copy of the NAVMED 
6710/2, Investigational Drug Data Record, and a NAVMED 6710/1, Narcotic and 
Controlled Drug Account Record, shall be delivered to the ward nUTse and a 
receipt shall be obtained. This will assure strict accountability and a per- 
petual inventory for all drugs on the wards. Nursing personnel shall be 
responsible for returning unused drugs and the completed NAVMED 6710/1 to the 
pharmacy. 

9# The pharmacy shall dispose of (by return to the manufacturer or by 
destruction, as indicated) all drugs no longer in use or for which future 
use is not anticipated, 

10. If "double blind" studies or any other studies requiring coding arc 
utilized, a copy of the code shall bo in the pharmacy. 


Enclosure (4) 
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OVERVIEW OF APPROVAL PROCEDURE 

(FOR RDT&E PROPOSALS A ,f D CLINICAL INVESTIGATION PROPOSALS (Cl P) ) 



FDA acknowledgement is 
required prior, to com- 
mencing study. 


Enclosure (5) 
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BUMED INSTRUCTION 6000. OB 

From: Chief, Bureau of Medicine and Surgery 

SubJ : Clinical Investigation Program (Cl?) 

- Ref: (a) D0D Directive 6000.0 dtd 7 Apr 1971 (NOTAL) « 

(b) BUMEDINST 3900. 3B 

(c) BL'MEDNOTE 1500, BUMED-316 of " Nov 1970(Canc Jun 75)* 

(d) BUMEDINST 6320.31 series 

(e) BUMEDINST 6710 . Ood 

(f) SECNAVIHS? 3900.39 series 

1 

Enel: (1) Regional Clinical Investigation Centers 

(?) Clinical Investigation Study Iroposal, 

MED- 6 00 0-3 PART 1 

(3) Clinical Investigation Budget Estimate Format, 
MED-6000-3 PART 2 

(*0 Clinical Investigation Situational Reoort, 

MED-6000-** 

(5) Clinical Investigation Prograr. Report of Costs, 
MED-6000-5 PART 1 

(6) Clinical Investigation Prograr. Civilian Personnel 
Report, MED-6000-5 PART ? 

(7) Clinical Investigation Prograr. Resources Summary 
Estimate, MED-6000-6 

1. Purpo se r To state policy for the corduct of clinical 
Investigation as a continuing program in naval medical, 
facilities, to assign responsibilities f< ^ the Navy's 
Clinical Investigation Program, and to outline administra- 
tive ana funding procedures. 

2. Cancellation . BUMEDINST 6000. is canceled. 

3. Applicability and Scope . In accordance with references (R 
(a) and (df, the Clinical "investigation . rogram (CIP) applies to 

/ all naval medical activities and encompasses all elements 

within a clinical investigation program ccich enhances and 
promotes optimal health care delivery to the entire mili- 
tary community. An exception is those research proposals 
that are unique to the operational missicn of the Navy and 
Marine Corps (militarily relevant), which may be approved 
and supported through the Director of Defense Research and 
Engineering (DDR&E) , in accordance with reference (b). 




BUHEDINST 6000 
15 January 1975 

k . Policy and Objectives 


a. Clinical investigation is an essential component cf 
an optimal health care system of the Medical Department of 
the Navy. The principal investigator shall be an active 
duty member cf the Navy Medical Department (Medical Corps, 
Dental Corps, Medical service Corps, Nurse Corps). The 
objectives are to: 

(1) Achieve continuous improvement in the quality 
of patient care. 

(?) Create ar.d maintain a continuing atmosphere of 
Inquiry into belter nealth care delivery techniques, systems 
and procedures. 

(3) Provide experience and new knowledge in health 
care delivery through organized clinical investigations. 

(M Contribute to maintaining high professional 
standing and accrea 1 1 at ion of advanced health care, educa- 
tional and training programs. 

b. The effectiveness cf the program is to be monitored 
by the extent to which clinical invest igation advances the 
quality cf health care rendered in naval medical facilities, 
as Judged by accepted professional standards, including 
statistical health data, accreditation evaluations, inspec- 
tions ar.d surveys, and such other criteria as nay be 
developed to monitor health care and the professional 
competence of health care personnel. 

5 . Organization and Functions 


a. Directors Clinical Investigation (PCI) . In compli- 
ance with reference fc), the Navy's Clinical investigation 
Program (Cl?) is established in the Naval Health Sciences 
Education and Training Command (HSETC ) , with a director and 
staff. Under the Commanding Officer, HSETC, the Director, 
Clinical Investigation, shall be responsible for the overall 
management of the Navy's CIP, and shall: 

(1) Serve as the management focal point for the CIP 

(2) Establish ar.d promulgate policy which will 
guide naval medical facilities in the conduct of clinical 
invest igat ions . 
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(3) Determine and promulgate relative priority 
decisions pertaining to the various clinical investigation • 
requirements submitted by naval medical facilities, 

** (*0 Determine, direct and execute criteria and 

procedures for administrative control, and for evaluation 
for approval or disapproval of the merit and design of 
clinical investigations. 

(5) Ascertain, program, and support total resource 

needs. 

(6) Approve allocation of resources to the eligible 

medical facilities in consonance with established priorities 
for the clinical investigation effort. t ** 

(7) Monitor the effectiveness of the CIP. 

b . Regional Clinical Investigation Centers (RCICs) . (R 

Regional Clinical Investigation Centers established in the 
Regional Medical Centers at Bethesda, Oakland, Philadelphia, 
Portsmouth, Virginia and San Diego, serve as focal points 

for local management and direction of tha Regional Medical 
Centers' Clinical Investigation Program. HS ETC will deter- 
mine CIP fund allocations to support each Clinical 
Investigation Center.. RCIC report requirements will be 
submitted in accordance with paragraphs 3b(l) and 8b(2). 

c. Regional Clinical Investigation Review Committee (R 
(RCIRC ) 


(1) A Clinical Investigation Review Committee, 
established at' each regional medical center having an RCIC, 
reviews clinical investigation study proposals submitted 
within its area of responsibility as listed in enclosure 
(1). Suggested membership of this committee would be the 
Director, Clinical Services, or Director, Regional Clinical 
Investigation Center , as Chairman; at least three other 
chiefs of service or senior staff medical officers knowl- 
edgeable in clinical investigation; a dental officer repre- 
sentative; a Medical Service Corps representative; a Nurse 
f Corps representative; and a fiscal representative (non- 

voting). All Medical Department activities shall submit 
proposed clinical investigation studies to HSETC (Attn: DCI) 
via the appropriate RCIRC as indicated in enclosure (1), 
with an advance copy of the proposal being forwarded 
directly to HSETC (Attn: DCI). 


3 
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R) 6. Submission Requirements 

a. Hew Clinical ^nvestlr itlon Study Proposals . Orig- 
inal and two copies required Jn format of enclosures (2) and 
(3). 


(1) Generally, new proposal submissions originate 
with the individual investigator, although the Chairman of 
the Department or Chief of Service may require a clinical 
investigation with subject area selected by the graduate 
trainee as part of a residency or other training program. 

(2) The RCIRC should satisfy itself that the inves- 
tigator is sufficiently knowledgeable in the proposed area 
of clinical investigation; that the investigator's clinical 
investigation proposal demonstrates a specific need for 
investigation; that it is scientifically sound; that, the 
objectives are realistic; that the approach is sufficiently 
detailed and presents a logical plan to accomplish the 
objective(s) ; that the resources requested are reasonable 
and Justified in the conduct of the study; and that all 
other requirements as outlined in this directive and Its 
references are met. The RCIRC assigns a priority rating to 
the proposal, using a score range of 1.00 to 5*00 witn 1.00 
being the highest possible and 5-00 being the least prom- 
ising. 


(3) Upon RCIRC approval and the other special 
requirements (review by Pharmacy and Therapeutic Committee, 
Human Use Committee, etc.), the command covering endorse- 
ment is made, forwarding the clinical Investigation proposal 
with all applicable enclosures and appended summaries to 
HSETC (Attn: DCI). 

(U) HSETC (DCI) will: 

(a) Review the clinical investigation study 
proposal and notify the originating activity directly. 

(b) Assign a permanent clinical investigation 
study number to the study proposal, approve resources sup- 
port and continually monitor progress through periodic 
follow-up reporting requirements and on-site visits. 

b. Pilot Studies 

(1) Short-term, specific need, scientifically 
sound, low-funding pilot studies which have good potential 
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as a forr.al clinical Investigation study proposal are 
encouraged. Pilot study proposals should be expedited 
through command review and submitted to HSETC in the format 
of enclosure (2). HSETC will conduct a priority review and 
promptly notify the activity. Targeted pilot study funds 
will be utilized to conduct approved pilot studies. 

(2) A report utilizing enclosure (*l) is required 
upon completion or termination of each pilot study. Pilot 
studies subsequently leading to formal clinical investiga- 
tion should be appended to a clinical investigation proposal 
submission. 

7. Fu nding . The CIP is a special program authorized by (R 
referenc ? (a) , with O&MN and OPN funds provided through 

BUMED in support of the individual clinical investigation 
studies md the Regional CIC. Costs are charged against the 
activity approved funding provided for this program (invest- 
ment equipment shall be fully identified and Justified on 
KED-6COO-3 PARTS 1 and 2 of this instruction). Requests for 
changes deletions by the activity af CIP approved invest- 
ment equipment shall be submitted to HSETC (Attn: DCI). 

HSETC is to be notified when investment equipment is re- 
ceived and of actual procurement cost. 

8 . Re porting Requirements ( R 

a. Periodic, and situational reporting on approved 
clinical investigation studies Is necessary. Enclosure (4) 
format (original and two copies) should be submitted to 
HSETC (Attn: DCI) via the area RCIC es follows: 

(1) Progress . A progress report is required 
annually to reach HSETC by 1 February on each approved 
study . 


(2) Change . Submit whenever significant changes in 
an approved study indicate, e.g., change of investigator, 
-unusual delays encountered, change in objectives, or new 
funding requirements. A change report may be combined with 
the progress report provided an unusual delay does not 
result . 


(3) Termination Report . Submit when the objectives 
are not being met or when directed by HSETC. The reasons 
for termination should be fully explained. 


5 
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<*> Completion Report . Submit when the objectives 
of the study have been accomplished . This should be a 
carefully formulated scientific report covering the entire 
period of the study and should include a detailed summary 
and abstract suitable for publication. A complete bibliog- 
raphy of all publications and presentations resulting from 
the study should be included. 

b. CIP Management Reports 

(1) Summary Report of Costs . Using enclosures (5) 
and (6), all activities having approved clinical investiga- 
tion studies will submit an annual summary report of expen- 
ditures for the immediate past fiscal year. This report 
should reach HSETC (Attn: DCI) not later than 1 September. 
Summary data on funds expended from the CIP budget, as well 
as those costs from other contributing sources, must be 
provided . 

( 2 ) Resources Estimate Future Fiscal Years . 

Regional medical centers with RCICs in addition to the 
annual progress reports should submit annually by 1 February 
fiscal year resources requirements for the next two fiscal 
years, using enclosures (6) and (7). 

A) 9* Acknowledgment Credit . The principal Investigator of an 
approved clinical investigation study shall ensure that any 
presentation or publication resulting from such study 
acknowledges and identifies the Naval Medical Department CIP 
as the sponsor of the study. The assigned CX number shall 
also be included in any presentation, publication or written 
reference to the study. Acknowledgment to fee a.s follows: 
'"This study supported by Bureau of Medicine and Surgery, 
Clinical Investigation Program ff 

10. Report Symbols . The following report symbols are 
assigned : 


6 
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Report 

Clinical Investigation Study Proposal 
Clinical Investigation Budget Estimate 
Clinical Investigation Situation Report 
Clinical Investigation Program Report 
of Oosts 

Clinical Investigation Program Civilian 
Personnel Report 

Ciinica?. Investigation Program Resources 
Summary Estimate 


Symbol 

MED-6000-3 PART 
MED-6000-3 PART 
MED-6000-H 


Distrib ition: 

s:;dl fh 



MED-6000-5 PART 1 
MED-6000-5 PART 2 
KED-6000-6 




Copy to: 

A3 CRO (OP-09B18) 

FF1 (COWAVDIST, DDAS, DDOS, DMOS) 
FXM27 /C L ( NPPSHO ) . 


Stocked : 

CO, WAV P’JBFORMCEM 
5801 Tabor Avenue 
Philadelphia, Pennsylvania 19120 
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REGIONAL CLINICAL INVESTIGATION CENTERS 


Location, Area 


Naval Regional Medical Center 
Bethesda, Maryland 


Naval Regional Medical Center 
Oakland, California 


Naval Regional Medical Center 
Philadelphia, Pennsylvania 


Nava?. Regional Medical Center 
Portsmouth, Virginia 


Naval Regional Medical Center 
San Diego, California 


All Medical Department 
activities in TENTH and 
FIFTEENTH Naval Districts, 

In the Naval District 
Washington, and all over- 
seas naval medical activitie 
ashore in the Atlantic, 
Nediterranean, and Caribbean 
areas. 

All Medical Department 
activities in the TWELFTH, 
THIRTEENTH and FOURTEENTH 
Naval Districts. 

All* Medical Department 
activities in the FIRST, 
THIRD, FOURTH and NINTH 
Naval Districts. 

All Medical Department 
activities in the FIFTH, 
SIXTH and EIGHTH Naval 
Districts, and those under 
the control of CINCLANT 
FLEET. 

All Medical Department 
activities located in the 
ELEVENTH Naval District, 
overseas in the Pacific 
and Indian Ocean areas, and 
under the control of 
C3NCPAC FLEET. 


Enclosure (1) 
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MED-6000-3 PART 1 (Rev 1-75) 

CLINICAL INVESTIGATION STUDY PROPOSAL 

DATE: 


ACTIVITY: 

TITLE: 

INVESTIGATORS: 

PRINCIPAL: 1.: Name, grade, department, position, 

2. Percent of time required for study. 

3. Projected rotation date. 

ASSOCIATES: Same as above. ' 

A. OBJECTIVES: State specific aims, 

B. BACKGROUND: Show scientific need for study , . benefits of 

study; investigator’s background experience with subject and 
related areas. Include bibliography from investigator’s 
publications and from the literature. 

C. APPROACH: Outline each phase of study. Clearly state 

plan cf experimental design leading to accomplishment of 
objectives. 

D. INVESTIGATIONAL NEW DRUG OR HUMAN VOLUNTEER PLANS: If 

not applicable, indicate; otherwise, enclose information per 
BUMEDINST 6710. 49D (ref (e)), SECNAVINST 3900.39 series 
(ref (f)), and other applicable directives. 

E. INVESTMENT EQUIPMENT (OPN) (unit value of $1,000 or 

greater): Provide specific identification and Justification 

as a requirement in this study. Provide cost data on part 2 
of this report. 

P. OTHER SPECIAL CONSIDERATIONS, NEEDS, AND SUPPORTING 
DATA: (Explain). 


nclosure (2) 
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BUKEDINST 6000. KB 
15 January 1975 


CLINICAL INVESTIGATION BUDGET ESTIMATE 

ACTIVITY Cl NO. 

SHORT TITLE 

PRINCIPAL. INVESTIGATOR COMMAND PRIORITY 


ESTIMATED COMPLETION OP STUDY FY 


DESCRIPTION 

CURRENT 

T FUTURE 

FY 19 

IEEB91 

FY 19 

FY 19 

FY 19 

CIVILIAN 
SALARIES AND 
BENEFITS 






CONSULTANT COSTS 



\ 



OftMN EQUIPMENT 






OPN EQUIPMENT 






5uFFlTh 3 Ai.T; 
SERVICES 






TRAVEL 






PUBLICATION 

COSTS 






OTHER EXPENSES 






FUNDING FRO:-! 
OTHER SOURCES (I) 






TOTALS 






O&KN 



■ 



OPN 







(1) List source below or on reverse. 


Enclosure (3) 
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MED-6000-*! (Rev 1-7 ) 

CLINICAL INVESTIGATION SITUATIONAL REPORT 

ACTI V ITY DATE 

SHORT TITLE 2 _JI NO. 

PRINCIPAL INVESTIGATOR 
ASSOCIATE INVESTIGATORS 

A. TYPE: PROGRESS CHANGE COMPLETION TERMINATION 

B. PERIOD OF REPORT: FROM (BEGINNING OF STUDY) TO 

C. SIGNIFICANT FACTORS AFFECTING/DELAYING STUDY 


D. COSTS BY FISCAL YEAR: Explain cvercxpendltures (over ICS) and 

request s for add i 1 1 or.a 1 f ‘.ir.-' r, exceatTlnr; prev lous~ ~ sut>:T! sslons . 


DESCRIPTION 

(ACTUAL) 

IMMEDIATE 

PAST 

(ESTIMATED) 

CURRENT AND FUTURE FISCAL )(EAP.S 

FY 19 

^^DHSTBSSHS 

FY 19 

' 

ISBEB9 

FY 19 

SALARIES AND ! 
BENEFITS (CIV) 1 


SB 


i 



HI 





[MM!M 

SB 

IpWBMi 





II 





TRAVEL 

nasm 





PUBLICATIONS 


psiaaM 




CONSULTANT 

COSTS 



- 



OTHER COSTS 





i 

TOTALS 

| 

■ 1 

i 




E. PRESENTATIONS TO DATE: List all presentations covering period of 
this report by title, place, date and presenting investigator. 
Enclose copy (or abstract) of each presentation not forwarded with 
previous progress report. 

F. PAPERS FOR PUBLICATION TO DATE: List all papers covering period 

of this report by title, date, stage of presentation or submission, 
authors and Journal. Submit copies of articles published (with this 
report or when received), if not previously forwarded. 

G. PROGRESS SUMMARY: IN NARRATIVE FORM (COVER ENTIRE PERIOD OF 

STUDY TO DATE). 

Enclosure (*J) 


/ 
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MED-6000-5 PART 1 (Rev 1-75) 


CLINICAL INVESTIGATION PROGRAM REPORT OP COSTS 

DATE 


PY 19 


DISTRIBUTION OP COSTS 


DESCRI ?TION 

RCIC 

STUDIES 

TOTAL 

TOTAL O&MK 




TOTAL OPM (1) 




OTilfcR 

(IDENTIFY) 





BREAKDOWN OF ABOVE 
SimU&SL'S 


PAYROLL 




SUPPLIES 




EQUIPMENT 

(NONINVESTMENT) (1) 


- 1 


MAINTENANCE 
CONTRACTS (1) 




PRINTING AND 
PUBLICATIONS 




PUBLIC KOr.KS 
PROJECTS (1) 




CONSULTANTS 




TRAVEL 




SfHlR 

(IDENTIFY) 





Man Years: Military 

Civilian 


Number of studies supported this FY 

Number presentations this PY 

Number Journal publications this FY 

(1) Identify each item of equipment, clinical investigation 
number and purchase cost on reverse/separate sheet. 


Enclosure (5) 
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CLINICAL INVESTIGATION PR< GRAM CIVILIAN PERSONNEL REPORT 
ACTIVITY ; FY 


NAME AND TITLE/ 
POSITION 

DATE 

HIRED 

DEPARTMENT 
OR DIVISION 
ASSIGNED TO 

ANNUAL 
SALARY & 
BENEFITS 

GRADE OR 
POSITION 
LEVEL 

PERCtW 
OF TIME 
CHARGED TO 
CIP STUDY; 
TO RCIC (1) 





* 

i i 

! 

\ 

i 

i 

i 

j 

i 

i 



(1) Identify ClP studies by last t*hree digits of Cl number followec 
by percentage; i.e., 301-^10; 317-15. Identify percent of tine 
allotted to clinical investigation center; i.e, f RCIC-50. 

Enclosure (6) 


) 
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BUMEDIHST 6000. *>B 
1} January 197$ 


CLJJICAL INVESTIGATION PROGRAM 
RESOURCES SUMMARY ESTIMATE , FY 19_ 

NAVAL ACTIVITY: DATE 


DESCB’ PTIOH 

tmmmm 

NEiTsUL 
MISSIONS : ’ ) 

mmm 

TOTAL 

OtKN PROJICTED COSTS 





OI’N PR0JE< TED COSTS (2) 





civilian r a:i years 






BFEAKDO'fN OF ABOVE 
O&KN COSTS 


civilian •ayp.oll 
a ld he::ek :ts 





SUPPLIES 





-.s’ 77? kt 
equip:-:::;:? 





MAI ETrL.A:; :e 
CONTRACTS 





PHI NT 3 LG AND 
PUBLICATIONS 




* 

SPECIAL ALT/HEPAIR 
PROJECTS 





Co!s f Sl]LTATx6N 

COSTS 





TRAVEL 





Other 

(IDENTIFY) 





Cost i ku i ::u ( kokyak iab:,h) 

COSTS 






ESTIMATED NUMBER STUDIES TO BE 
TERMINATED/COMPLETED THIS FISCAL YEAR 


ESTIMATED NEW SUBMISSIONS THIS FISCAL YEAR 

(1) Total new and planned submissions not yet approved by DCI . 

(?) List specific Investment equipment on reverse by priority number. 
Include clinical investigation short title, if known. 


Enclosure (7) 
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DEPARTMENT OP THE NAVY 

BUftCAU or MCOICI Nr AND l(J«CfRY 
WASHINGTON. O C t0)»» 


•N Mnv MET CM T9 

BUKEDINST 6000. A 
10: JVC-rmh 
17 June 1971 


BUHEO INST R UCTION 6000.6 

From: Chief, Bureau of Medicine and Surgery 

To: All Activities Under the Command of BUM CD 

Sub j : Clinical Investigation Program (CIP) 

Ref: (a) BUMFDINSr 3900.3 scries (KOTAL) 

(b) BUMEDINST 6320.31 scries 

(c) EJMEDINST 3900.4 series (KOTA1.) 

Enel: (1) DOD Directive 6000.4 dtd 7 Apr 1971 

(2) Clinical Investigation Study Proposal Fomat 

(3) Procedural Guidelines for Preparing Study Proposal 

(4) Clinical Invest i gat ion Review Center Suir.r*-ary 

(5) Annual Resources Target Total Suraar;* 

1. Purpose. To implement enclosure (1), and to state the Department of 
the Navy's policy for conduct of clinical investigation as a continuing 
program in r.aval medical activities. It assigns -t rponsibi lity for the 
Navy Clinical Investigation Program, and outlines administrative and 
funding procedures therefor. 

2 * Applicability and Scope 

a. The provisions of this Instruction apply to all naval medical 
activities, and encompass all elements of a clinical investigation pro* 
gram as they apply to the medical missions of the naval establishment, 
except those projects which may be appropriately sponsored by the Director 
of Defense Research and Engineering (DDR&E) under reference (a). 

b. The scope of clinical investigation under this program will include 
all clinical conditions which are of significant concern in meeting the 
prime objective of providing the necessary health care for the entire naval 
community, including active duty personnel and their dependents, retirees 
and their dependents, and other persons as authorized by reference (b). 

3. Policy and Objectives 

a. Clinical investigation is an essential component of an optimal 
health care system, and consists of an organized inquiry into clinical 
health problems for the following purposes: 





/ 
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(1) To achieve a continuous improvement in the quality of patient 

care. 


(2) To provide experience in the mental discipline achieved by 
participation in such organized inquiries, and to provide experience for 
personnel who will ultimately be teaching chiefs of service in naval hos- 
pitals and/or medical specialty consultants. 

(3) To maintain an atmosphere of inquiry because of the dynamic 
nature of the health care sciences. 

(4) To maintain high professional standing and accreditation of 
advanced health care, education , and training programs. 

b. The Clinical Investigation Program (CIP) established pursuant to 
this instruction will have as its objective the goals enumerated in 3a 
above. The effectiveness of this program is to be monitored by the extent 
to which it advances the quality of health care rendered in naval medical 
activities, as judged by accepted professional standards, including sta- 
tistical health data, accreditation evaluations. Inspections and surveys, 
and such other criteria as may be developed to monitor health care and the 
professional competence of health care personnel. 

4. Organization and Functions 

a. In accordance with enclosure (1), a Clinical Investigation Program 
(CIP) is hereby established under cognizance of the Chief, Bureau of Medi- 
cine and Surgery. 

b. A Clinical Investigation Control Center (CICC) with a director and 
staff is established in the Bureau of Medicine and Surgery, and is respon- 
sible for the following functions: 

(1) Serves as the management focal point for the Clin Leal Investi- 
gation Program. 

(2) Establishes and promulgates the policy which will guide naval 
medical activities in the conduct of clinical investigations other than 
those efforts under the purview of the Navy Medical Research and Develop- 
ment Program promulgated in reference (a). 

(3) Determines and promulgates relative priority decisions pertain- 
ing to the various clinical investigation requirements submitted by naval 
medical activities. 

(4) Determines, directs, and executes criteria and procedures for 
evaluation and approval/disapproval of the merit and design of clinical 
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investigations which are not under the purview of reference (a). 

(5) Ascertains, programs, and supports total resource needs 
through Chief, BUtfEl), in consultation and cooperation with the Assistant 
Chief for Planning and Logistics. 

(6) Approves allocation of resources to the eligible medical 
activities in consonance with established priorities for the clinical 
Investigation effort. 

(7) Monitors the effectiveness of the program through application 
of the criteria of 3b above. 

c. Clinical Investigation Review Centers (CIRC) are designated as 
follows: ... 


Naval Hospital, Bethesda, Maryland 

Naval Hospital , ‘Boston, Chelsea, Massachusetts 

Naval Hospital, Great Lakes, Illinois 

Naval Hospital, Oakland, California 

Naval Hospital, Philadelphia, Pennsylvania 

Naval Hospital, Portsmouth, Virginia 

Naval Hospital, San Diego, California 

d. All other naval medical activities will be considered as satellite 
activities ::or conduct .of efforts under purview of the CIP as designated 
in enclosure (4). 

5. New Proposals* for Clinical Investigation Efforts 

a. Each activity initiating a proposal for a clinical investigation 
effort shall, utilize the Clinical Investigation Study Proposal Format pre- 
scribed in enclosure (2) if approval and funding under the CIP is sought. 
Enclosure (3) provides guidelines for the preparation of proposals. On 
the other hand, if the originating activity considers the effort to be 
under the purview of the Medical Department Research and Development Pro- 
gram, the provisions of reference (a) apply. 

(1) Satellite medical activities shall forward clinical investi- 
gation study proposals to Chief, BUMED (Attn:CICC), via the cognizant 
(see end. (4)) CIRC, with advance information copies to BUMED for record 
purposes. 

(2) Graduate training hospital commands designated as CIRCs shall 
each review all clinical investigation proposals originating from profes- 
sional services within that hospital, as well as those from satellite 
medical activities. 


3 
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b. Guidance Co the CIRCs for review and forwarding of clinical 
investigation proposals: 

(1) Each study proposal shall be reviewed by the Research and 
Clinical Investigation Committee for Merit, feasibility, and ethical and 
human utilization considerations where applicable. Consultation opinions 
from university medical center consultants shall be obtained when indi- 
cated. Opinions and recommendations of other in-house boards and committees 
shall be obtained when indicated; e.g., Pharmacy and Therapeutic Committee, 
Tumor board, and Radioisotope Board. The Executive Council of the Graduate 
Training Committee should comment if a question of ethics and human utili- 
zation arises. 

(2) The study proposal shall then be forwarded to Chief, BUMED 
(Attn:CICC), endorsed by the commanding officer with a recommendation for 
either approval or disapproval. Opinions of cognizant committees, boards, 
and consultants should be enclosed or summarized in the forwarding endorse- 
ment. 


(3) BUMED (CICC) will: 

(a) Review the clinical investigation study proposal. 

(b) Notify the originating activity directly whether the 
study proposal has been either approved or disapproved. 

(c) Furnish only information copies of Bureau action to the 
cognizant CIRC. 

(d) If approved, furnish the originating activity appropriate 
funding data and expenditure reporting requirements. 

(e) Assign a permanent Clinical Investigation Study Number to 
the approved study proposal. This number shall then become the proper 
means of all future reference to the approved study proposal. 

6. Reporting Requirements 

a. The Clinical Investigation Study Proposal is assigned Report Symbol 
MED-6000-3. 

b. Management Reports . Each activity conducting clinical investiga- 
tion studies approved by BUMED shall submit each year, prior to 1 February, 
to Chief, BUMED (CICC), an Annual Resources Target Summary for approved 
studies using the format of enclosure (5). This report is assigned Report 
Symbol MED-6000-4. 

c. Scientific /Technical CIP Study Reports shall be submitted/distri- 
buted in accordance with the provisions of reference (c). BUMED (CICC) 
shall be included in the recommended distribution list from each activity 
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conducting CIP studies. An 'Annual Progress Report Is required on each 
on-going CIP study. The Annual Progress Report shall he forwarded to 
BUM ED (CICC) prior to 1 February. Reprints of published articles shall 
be Included with the Progress Report. Annual Progress Reports should be 
carefully formulated scientific documents. They will assist the Director, 
CICC, in ordering priorities within the total CIP. 

C. M. DAVIS 


Distribution: 
SNDL FH 


Copy to: 

FFl ( COMMA VD 1ST, DDAS f DDOS, DHOS) 


Stocked: Supply A Fiscal Dept. 

Code 514.32 NAVSTA WASHDC 20390 
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Dli. - ;w.sr OF THE Am FORCE ' ¥ AF REGULATION £0-33 

He • uarlors US Air Force 

V. 'T WZO ' 28 August 19C9 

Research and Development 

; USE OF VOLUNTEERS IN AEROSPACE RESEARCH 

i 

Tftli regulation establishes the polity anti assigns tit'* responsibility for using volunteer test 
subjects in aerospace research , development t test mul evaluation (UtlT&li)* It applies to the 
use <•/ humans in stmlies conducted in facilities tcltere the subjects arc Govcmtnent employees 
and tchcre there is a risk of health damage , 


}. Application of Thin Regulation. The pro- 
visions of this regulation: 

a. Apply lo UDT&E procedures in which 
human .subject \ arc used and in which there 
is inherent ris < of disirens, pain, damage to 
health, physic i! or emotional injury, inva- 
sion of privacy, surrender of autonomy or 
death. Such t -.sis usually arc conducted to 
determine rill cr the level of human tolcr* 
anee/perform: nee for a condition that may 
be imposed In Air Force operations or the 
adequacy of equipment designed for human 
use (sre AFR P-3 *.). This include.: tests and 
experiments c< nductcd within a Federal tlov- 
ci iinv.nl inatai.ation or facility regardless of 
the composite :i of the investigating team 
(conli actor personnel, military pcrr.om.cl, 
civil service p« i sound or a mixture thereof) 
or at contractor facilities when the human 
subjects are tlovcrnmcnt employees, either 
military or civilian. 

b. Do not apply to: 

(1) Investigations conducted under the 
provisions of A Fits 1G0-6 and 1G9-8. 

(2) UDT&K that involves inherent oc- 
cupational hazards to health, or exposure to 
potentially hazardous situations such as 
those encountered in training or other duties 
requiring orders for regular and frequent 
performance of hazardous duty: for ex- 
ample: flight training, jump training, pror*- 
stirc chamber indoctrination, and handling 
of explosives, etc. 

(3) The human engineering portions of 
a research project when they involve only 
hazards encountered in normal training or 
other normal military duties and when dis- 


closure of the research conditions would 
defeat the purpose of the investigation by 
revealing the artificial nature of the experi- 
ment. 

(4) Experiments using human subjects 
that are judged to bo nonhazardous on the 
basis of meeting all of the following criteria: 
(a) They arc conducted in the usual 
ambient environment of the laboratory, of- 
fice, or in moderate weather outdoors. 

(h) They involve only the application 
lo the subject -of stimuli to the communica- 
tion sen: (sight, hearing, touch, and smell) 

at energy levels and durations known to be 
well within commonly experienced and 
tolerated ranges. 

(c) They do not involve the planned 
application of unusual or known to Ik* harm- 
ful physical or chemical energy lo the sub- 
ject, such as r.oisc, vibration, baromrtrh* 
prcssui c alterations, deceleration or accelera- 
tion, immemon in water, chemical agents, or 
drugs, etc. 

(d) They do not involve unusual 
physical exertion or application of force by 
the subject. 

(c) The experimental environments 
have no ground safety hazards, such as elec- 
trical shock, sharp objects, slippery floors, or 
obstacles not rcauily visible. 

(f) Have no combination of condi- 
tions which arc expected lo produce any of 
the adverse clfccts covered in paragraph la. 

2, Obtaining Voluntary Consent: 

a. The principal investigator must insure 
that the volunteer (or the person acting for 


OPR: AFRDDG 
DISTRIBUTION: S 
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^ him) has the IcjtaI capacity to consent, is able 
to cxcrcirc true freedom of choice withnui 
overt nr hiihlen persuasion, and is fully in- 
formed. The fact that a member of the 
Armed Forces is less than 21 years of age 
does not impair his Segal capacity for this 
purpose. 

b. Before a volunteer (or the person acting 
for him) in |H*nnitt«*<i to give his eminent, the 
investigator mimt give him an accurate ex- 
planation of the research xtudv that he can 
and does understat'd. The explanation shall 
Include at hast: 

(1) The purpose, nature, and duration 
of the study. 

(2) The methods and means by which 
the study will be conducted. 

(.*!) Foreseeable inconveniences, haz- 
ards, and effect:; upon the volunteer’s health 
that could result from his participation in 
the experiment. 

(4) An idnitif;cat on of any parts of 
the test program that » either the volunteer 
nor the individual con ti:cliii|r the tost can 
stop immediately. 

c. The volunteer (or he person action for 
him) must give h:s crust n*. in writing as 
— ^ shown by attachment * ; ". hen a pci son is 
actini; for the volunteer the wording will be 
appropriately modified. He must sign the 
consent in the presence of at least one wit- 
ness who will then allc .1 .o the volunteer’s 
signature hy signing ii the place provided. 
Ill addition, the* inve.li; ator who advised of 
possible consequences m :st also sign the con- 
sent in the presence of lie same witness. 

3. Use of Volunteers in ItDT&K, The follow- 
ing criteria apply to .**.!! J D'iVcIC efforts which 
involve volunteers as sibjccts: 

a. All necessary pro inti nary tests with 
lalKiratnry animals am* human simulators 
must have twen comliicl-d and evaluatrd hc- 
fme a human subject is used. Hazardous re- 
search that uses volunteers will be performed 
only to validate important data essential to 
a pi eject, development, system or Air Force 
mission. 

h. Kesearch sludhrs using volunteers will 
lie conducted to avoid all ui.nece* vary phys- 
ical or mental db* Koforc liie n:vc>i,- 

gal ion or lest begins, a physician will con- 
duct, and record such examinations and eval- 
uations of the volunteer ax his professional 
judgment dictates. Permanent records of 
# these examinations will be' maintained as 
*^e»art of the project record, as required in 


* 28 Align*! 

AFR K*l-2, and also in the volunteer’* DP 
Form 722, "Health Record." 

c. A physician, other than the principal 
investigator will l»e designated to be respon- 
sible for the professional care and safely of 
the volunteer during the project. This physi- 
cian will not, be involved in the research or 
test in any way other than to be the protector 
of the- life and health of the volunteer. This 
physician or the jnv« .ligaloif. may terminate 
the Mmly at any tune. 

d. The volunteer, at any lime, has the 
right to revoke hi* consent and withdraw 
from the experiment without prejudice. The 
volunteer »»*u*t h‘* fully informed of these 
fact* and procedures. 

e. He fore being a subject of RDT&E, tho 
consent of the volunteer, or his legal repre- 
sentative, ntwrt be obtained ar.d placed in the 
records of the project. (See attachment l.) 

f. If the volunteer has taken medication 
or received medical or dental treatment since 
last used ns a subject, it is mandatory that 
he inform the piindpal investigator and the 
physician of this fact before the conduct of 
the next experiment. 

g. For each RDTAE ;> ojcci, the Labora- 
tory or Teal Director am a physician must 
examine a protocol submi ted by the project/ 
task scientist to deter nun :: 

(1) Tiic necessity It use volunteers. 

(2) The safely prec. utionn. 

(3) The protective Measures. 

(4) The adequacy cf medical surveil- 
lance. 

Both the Laboratory or Test Director and a 
physician will *ign a certification attesting to 
the above conditions. These documents will 
become permanent records in the KLT&E 
protocol. 

A, Command Responsibilities: 

a. Major commands will establish suitable 
procedures to insure compliance with the 
policies stated in this regulation. 

b. Laln.intorv commanders will approve 
or db approve* all UIVT&K protocol* involving 
tin* ir e of volunteer M.bjcels and are respon- 
sible for basing tins decision upon appropri- 
ate medical review and advice. 

5. Publications Pertaining to Human Volun- 
teers, All printed papers or articles reporting 
to .earth in which volunteer sub;» \\ are used 


BEST CfTM UBLE j 
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■will contain t'ne following footnote: "The used in this research was obtained in no. 

voluntary informed consent of the subjects cor da nee with A Kit SQ-S3. 


By Order of tj:s Secretary of tiib Am Force 


Official 

* V . 

JOHN’ F. RASH. Colonel, USAF 
Director of Ao ministration 


JOHN D. RYAN, General, USAF 
Chief cf Staff 


1 Altr.cSimcnl 
Volunteer's Consent 
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- VOLUNTEER'S CONSENT 

f£/$c oi ganizational letterhead) 


SUSJLCT: Consent of Volunteer 

1. I hereby volunteer to participate as a lest subject in the following (in* 

r.c; ! tbration" or ‘‘tesr* as appropriate) which ban a.; its purpose 

(ita'e *:ic »>utpo*-c in sulHcicn! detail to assure that it wii! be clearly under* 
stood hy loth the medical review authority and the volunteer). (Insert 
rani:, r.rrr.* , component, and corps) has discussed with rn<* to my satisfac* 
lion in* icisor.s lor this (insert "investigation" or "teat** as appropriate) 

it* poshb:: adverse and beneficial consequences. 

2. This co is voluntary and has been piven under circumstances in 

which T c. a cxercir* free power of choice. I have been informed that I 
j.::y :r an * time revoke my consent and withdraw from the experiment 
v.\‘k t p; and that the mvcstift.itor or physician may terminate 

the *-:;;;*ri: :cnt at any time vcjtardloss of my wishes.' t 

5. T understand that before my use as a test avbicct, I must inform the 
principal invcitiyatcr and project physician of any change to my medical 
st.ituv This information will include any medications I have taken and 
.v:y ruical or dental carc/treatmcnt received since my last use as a test 
subject. * * 


(Signature of Volunteer) 

* > 


(Signature of oTuccr who Advised of Possible Consequences) 

/. 

* / * • 

* / . 
7binaatr.ro of Witness) . * » 


Attachment 1 
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k- P«rt»+tf iV U fn**, MfiUt U*1fc <*>« »«*s» m\t r*mty to TU O-ttMP* OWlt » 

LtZticMU oX&7i» tikJ*L 1 i t^a 7 


SCUD* IDS 


tO SCUD- 


Review of Propose! No. 


P£3* SGRD-ID 


1. Attached are two copies of Proposal No. 


, with 0T SC For* 1079 and 


DD For* 1498 for evaluation and councnt by your directorate, NLT . 

2. If this proposal is favorably considered, the following actions should be accomp- 
lished by your directorates 

a. Complete items 4 through 31 of attached For* 1079. «*> 

b. Prepare attached For* 1498 In accordance with AR 70-9. 

c. If proporal involves Investigational Drugs and Volunteers, or Schedule I Drugs, 
-obtain AIDRB'a concurrence and attach consents ol AIDRB. 


I d. Upon completion of the above actions return to SGRD-ID. 

3. If proposal is unfavorably considered, the following actions should be taken: 

a. Prepare turn down letter to the investigator. Letter will be signed by the 
^oitt/indlng Genet al. 

I b. Return this DF, with Forms 1079 and 1498 and one copy of unsigned letter, to 
rSCRD-lD. 

*4. If this proposal cannot be evaluated by the above suspense date, due to requirement 
for outside review or other reasons, a telephonic request for extension should be nuide 
to the STIKFO Drench, extension 37801. 


CHIEF, INFORMATION .SYSTEMS DIVISION 

TO: SGRD-ID FROM: SCRD- DATE: CMT 2 

□ 1. Proposal has been favorably considered and Forva 1079 and 1498 are attached. 

□ 2# Proposal has been unfavorably considered. DF with Forms 1079 and 1498 with 
copy of unsigned turn down letter arc returned. 


□ 3. 


Proposal involves use of Investigational Drugs and Volunteers, or Schedule I 
Drugs. Comments of AIDRB, are attached. 
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SCKD-ID 

SUBJECTS Review of Proposal Ho. __________ 

TO: SGRD-LD FROM: SGRD-ID OATS: - CHT 3 

Proposal forwarded for appropriate action. 

Incl 

as CHIEF, INFORMATION SYSTEMS DIVISION 


SGRD-LD 

THRU: SCRD-JA FROM: SGRD-LD DATE! CHT 

TO: SCRD-ZB 

Forwarded . 

Incl 

HC LOGISTICS DIVISION 


JUDGE ADVOCATE 1 
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SGRD- 


DEPARTMENT OF THE ARMY 

UA ARMY MKOICAL ItKSCAltCH AHO OCVKUOPMCMT COMMAND 
WASHINGTON, OX*. INK 


Dear Doctor : 

We arc pleased to advise you that your research proposal, 

entitled M 19 

has been technically reviewed by the ~ ~ 

Directorate, USAMRDC, and recommended for further considcra- 
tion. Kc have, therefore, requested our Logistics Division 
to enter negotiations with your institution. 

As negotiations are yet to be undertaken between our Logis- 
tics Division and your Business Office, this 'is not notifica- 
tion of an award of a contract (grant), and is not to be 
construed as authority to assume any contractual liabilities 
or to begin any proposed work. 

If you have any questions regarding the contractual aspects 
of your proposal, please contact your Business Office. Should 
you have questions regarding the scientific or technical as- 
pects of your proposal, please write me at the address listed 
above or telephone Area Code 202-693- . 

Sincerely, 


(Blind copies to: (Project Monitor) 

Logistics Division 
Advisors, if applicable) 
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SGRD- 


DEPARTMENT OF THE ARMY 

UJ. AHMY MEDICAL RCStSARCH AND DEVELOPMENT COMMAND 
WASHINGTON, D.C. M)U 


MKfiV 


TO 


Dear Doctor' : 

Wc arc pleased to advise you that your request for (sup- 
plemcntal funding) (extension without additional funding) 

(renewal) of Contract No. has been recommended 

for approval. V«c have, therefore / requested our Logistics 
Division to enter negotiations with your institution. 

As negotiations are yet to be undertaken between our Logis- 
tics Division and your Business Office, this is not a noti- 
fication of (supplemental funding) (extension without ad- 
ditional funding) (renewal), and is not to be construed as 
authority to assume any contractual liabilities br to continue 
any work. 

If you have any questions regarding the contractual aspects 
of the proposed modification, please contact your Business 
Office. Should you have questions regarding the scientific 
or technical aspects of your request, please write me at the 
address listed above or telephone Area Code 202 693- 

Sincerely, 


(Blind copies to: (Project Monitor) 

Logistics Division 
Advisors, if applicable) 


APPENDIX G 
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a. Risk . A human subject is considered at risk if he may be 
exposed to the possibility of hnna - physical , biological, psycho- 
logical, sociological, or other - as a consequence of any act or 
omission which goes beyond the application of those established and 
accepted ircihods or procedures which arc in his best interests, or 
which increase ordinary tishs of daily life, including the recognized 
risks inherent in a chosen occupation or field of service. Deter- 
mination of the nature and extent of the tern "at risk" is a matter 
of cornier, senre end sound professional judgement, and responsibili ty 

for thin dc term in it ion re ns at all levels of_revicv, 

r 

b. Child . Any perron, other than active duty military personnel 
participating in an in-house study, who has not attained the legal age of 
consent to participate in research os determined under the applicable 
lav/ of the jurisdiction in which such research is to be conducted. 

c. Cl inic al 1 nvest i p. fc t i on . The organized scientific inquiry, 
both in humans and by directly related laboratory work, into clinical 
problems of significant concern in the necessary health cave of mem- 
bers of the militaiy community, including active duty personnel, de- 
pendents, and retirees. 

4* Consent . Consent nray take two forms as outlined below: 

(1) Subject Consent . Consent given by a prospective human 
subject who has the legal capacity to give such consent. Generally, 
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a minimum age of 21 years will be a precondition of such legal capacity 
to give concent except in the e jurisdictions where a lesser age is — 
specified. For active duty military personnel participating in an in-house 
study there is no i-inirun age limitation. It must be voluntarily given, 
freely and without any use of force, fraud, deceit, duress, constraint, 
coercion, or mluw f i»l or improper inducement. It mist: be based upon his 
possession of . suf ficicnt understanding of the implications of his 
participation in the study to enable him to rcahe a informed decision. 

He must be told as much of the nature, duration, and purpose. of the 
6tudy as will not invalidate the results, and the inconveniences and 

i 

hazards which can reasonably be anticipated. 

(2) XLii P arty C onsent ■ Consent given by the parents, legcl 
guardian, next of Uin, or other legally authorized third party rep- 
resentative of the prospective human subject’s welfare and interest. 

Ihird party consent may be used only when the prospective human subject 
is incapable of giving subject consent. It is subject to all of the same 
criteria for full and complete disclosure as is subject consent, and must 
be freely given. 

e. Contract . Any contract, grant, inter-agency transfer, or other 
agreement by which funds chargeable to the Department of the Army are made 
available to any organization. Likewise, the terra "contractor” shall in- 
clude any contractor, grantee, or other organization party to a contract, 


as defined above. 
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f • Human Subje ct . Any human being who, knowingly or unknowingly, 
is subjected to an act or onrssion, whether at risk or not* the object 
of which is to contribute to knowledge to be gained as a part of a 
research project. 


g. L H_ lr *y?n, Vbjs Ccr filter Pcv< The review of study protocols, 

by an lust ituli cnal review board or other similar committee established 
by the organisation responsible for the study, to insure that any proposed 
use of huiian subjects for research is consistent with the basic principles 
outlined in paragraph 1-5. 

i 

h . Inst.i U*Vio n.^li y.cd Ifentr.l !.y Ti.fi i m. Any person who in confined, 
whether by court order, voluntary coi *ii ti.ent , or otherwise, 

In an institution for the care and/or treatment of the mentally ill, 
the mentally retarded, the emotionally disturbed, the psycotic, the 
senile, and others with impairments of a similar nature, regardless 
of whether or not such person has been determined l:o be legally in- 
competent, and regardless of whether or not lie is capable of giving 
legally effective subject consent. 

i. Mentally Disabled Person . Any person who, due to mental illness, 
mental retardation, er.Hional distrubance, psychosis, senility, 

or other impairment o.' similar nature, is not capable of giving 
legally effective subj.^t consent. 



J. Organism ion . Any I'cdera/ , Stale, municipal or other govern- 
ment agency, or any corporation, institution, foundation, agency, or other 
legally accountable entity. 

k. Prisoner. Any person who is involuntarily confined in a penal 
or correction;! inrtitm Sm, vhetl or such institution is for the con- 

f indent or rehabilitation cf juvenile offenders, for persons charged 
with or convicted cf civil or crinimtl offenses, or for other purposes. 

l. Project.. Any research program, project, task, test, experiment , 

i 

or similar undertaking. 

m. Protocol . The detailed plan by vhich a research project is to 
be conducted , and which contains, as a minimum, the objectives of the 
project, the rcthod and nsans by vhich they arc to be achieved, an 
analysis of potential risk to-hur.au subjects and contraindications, 
safety treasures, and other means to be used to reduce any risks to 
human subjects. 

n. Study . That portion of any project which Involves a human 
subject. 

1-5. BASIC PRINCIPLES Certain basic principles must be rigidly 
observed in order to satisfy moral, ethical, and legal concepts. These 
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principles include: 


1-5*1. Consent Standards . following standards sliali be adhered to 

# N 

in all cases : 


a. All consent must be voluntary. It roast be the knowing consent 
of the individual or hi:: legally sulhoiixed representative, so situated 
as to he able to exercise free j o-’tr of choice vi thout undue inducement 
or any elei ?nl cf force, iveml, deceit, duress, or olher forn of con- 
straint or coercion. The basic elurents of information necessary to 
such consent include: t 

(1) A fair explanation of the- procedures to be followed, and 
their put poses. Including; identification cf any procedures which are 
experimental; 


(2) A description of any attendant discomforts and risks 

reasonably to be expected; — 

(3) A description of any benefits reasonably to be expected; 
(A) A disclosure of any appropriate alternative procedures 

that might be advantageous to the subject; 

(5) An offer to answer any inquiries concerning the procedures 
and 


(6) An instruction that the subject is free to withdraw his 
consent and to discnnlii^uo participation at any time, without prejudice 
to himself. 


b. Exculpatory language through which the subject is made 'to waive 



or appear to waive , any of his legal rights, including any release of 
any person, organisation, or agency £ro« liability for negligence, is 
contrary to public policy and expressly prohibited. 

c. Consent by a subject or his legally authorised representative 
shall be obtained in writing whenever it is reasonably possible to do 

so. The consent form may be read to the subject or his legally authorised 
representative, but in any event he or his legally authorized repre- 
sentative must be given adequate opportunity to read it and to ash any 
questions they might have. Tnis consent form imist then be signed by 
the subject or his legally authorized representative, and by a witness 

i 

not directly involved in the project. Sample copies of the consent form 
as nppicved by the Hu&'m Use Coi:dttce shall be retained in the records, as 
well as the actual consent fonts for each subject. 

d. Under the exceptional ci rcuost antes in which the use of written 
concent is impracticable (c.g., certain surgical procedures on trauma 
patients), oral consent cjoy be used. Oval consent is subject to all of the 
same standards as apply to written consent, except that the signature of the 
subject or his legally authorized representative is not required. 

Where oral consent is used, the protocol oust specifically so indicate and 
provide adequate justification for its use. 

e. All consent, whether written or oral, oust be recorded on a 
consent fora, together with the signature of the witness, and 
appropriate records maintained to prove that such constant was secured. 
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It rh'juJJ be er. I'.usiz^i thr. cnr.c.;.*c of volunt*. >*, Intoned c :c:.\ 
is « full cllrif t iur. t f t\o r.: .c of Lh. by select j : icc V .* 

corpctcnt person vl th the fropcctive hurra subject, In ths presence 
of a V'iliucs not di:*. % Hy involved In the project* liie consent 
form lo only a te^tir.ry to the fact that :rch a full and rorponsiw 
to*’, piste, 

f. The vse of i* t Hod consent if expressly prohibited. 

g. Tnird pr^ty con-;^nt rvy never be employed unless such use hr ^ 
boon wptcificrlly f.pprevrcl in advance for that perttculcr protocol. 
Request for the u*e of third party co lf.ent in a research protocol vill 
not be approved unices strong and cognt reasons can be shorn \rhy cvhjcct 
consent is Impossible, or will not pe &lt the achelvcizent of the requited 
results. Merc convenience will never suffice as justification for third 
party consent. In the case of minors consent of both parents will 
normally be required. 

h. Appendix A contains sample consent forms, which should be 
modified when necessary and appropriate to make then fully re- 
sponsive to the principles conteincd In this regulation. The use of 
these saaple forms, or appropriate modifications thereof, is mandatory 
for in-house studies under chapter 2 of this regulation, but Is only 
advisory in nature for contractor studies under chapter 3 of this re- 
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v sir* * t?*' contractor retain.# prit^ry res; on?r«ili vy f t r - ’ : j 

r* :« «.r d \:c ! i •**'* of all ln:*a *4 subjects in studies vhi.di an cor.d-'Ctr. . 

a* 1 — T* • S : ' 'j ?£■' la rds . The iol lowing standards shall be adhered to in 
all cases: 


a. The study mist be r.ucli as to contribute significantly to an 
iijVtovcd Ai\:y rer torch progiaw* and have reasonable prospects of y»clc?r, 
i:»;Krtar.t result •» essential to such proprr:::, which arc not obtainrhJo 
by oil: r ..ithcJs or mans of study. 

i 

b. Ti»o Pvi.her of huiiaa subjects used will be Kept to the i*d 
nur»Ser which will reasonably achieve the required results. 

c. The study will he conducted >o as to evoid all unnecessary 
physical or cental discomfort, suffet.ng, or injury. 

d. Ko study will be conducted ii there is say inherent reason 
to believe that death or disabling injury is likely to occur. Suf- 
flcient animal or laboratory experiments or other evaluations must have 
been coop le ted to give assurance of acceptable rlek prior to use of 
human subjects. 

e. The degree of risk to be taken will sever exceed that deter- 

mined to be required by the urgency or importance of the Any research 
program to which the study is related. 9 


Buosntpu j 
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: .. ; vrill fcc t (U% and adequate facilitl.' ;r?- 

v*., t t* ». 1 c'i subject ogiinst all foreseeable por'-tlUt.*- .** 

o'* ... ;r>* »!i: cr c’juth. 

7i • sfur'y *?ill be conducted only by persons possessing the 
reuu* s.t !•- f ?• • v n t ’ . f : c on*. 1 IT tcotion. The highest degree of shill and 
ca>c will b? re*.eited during sll Sterns of ths study of perrons who 

conjjcl or nn r.Art in the rtudy . 


h. Vic hut n subject will bo informed that at any tire during the 
coi.r^t. o' h : s pit tie! pat ion ho has the right to revohq his consent, and 
withdrew £icr. further participation without prejudice to himself. 

i. lie:.: an subjects will have no physical or mantul conditions which 
will trike participation noru hazardous for them than it would be for 
norral hc/.lUiy persons, unless such condition is a necessary prereq- 
uisite for the particular study involved. In say such case, the 

use of htsaan subjects with such pre-existing conditions must have been 
specifically approved in advance for that particular protocol. 

j. The scientifically qualified person conducting ths study and 

each neufeer of his research team, will be prepared to terminate the subject v a 
participation at any stage if fie has reasons to belierve, in the exercise 
of the good faith, superior skill, and careful judgement required of hln, 
that continuation is likely to result in injury, disability, or death to 
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t V- .»*. \r. : . . 

N. 

k. There r j * 1 ' l*.. no *;rcaier Intrusion into the privacy tlie 
Lu. *. *.» Uri in absolutely nececsnry for the conduct of the 

st ii, i:.v*K'\cd. 

i. rjioo.vis ot \»ar ulll not bo used under any circumstances* 

rV : ..K. r i:\C. Provisions should normally be taade for a pon.-s tut’y 
dui»r*cf lag (f subjects. Such provision recognises on ethiccl obligation 
to insure* thr? subject!: recoin well infortou 03 to aspects of their 
participation, and nini sizes the chance that subjects icight terrinate their 
participation with nisunr err landings as to the nature of their pavticipr.Li?n 
or the rerultc obtained. Such debriefing r.hould be considered r?ndatory 
wherever the experimental design contained so;uc decent of deception 
(including, but not United to, "doubled lind" or use of placebos) to 
insure that the deception is revealed and explained. 

1*6. EXCEPTIONAL CIRCUMSTANCES. Certain exceptional circumstances 
night Make it necessary to request an exception to one or no re of the 
policies or procedures contained in this regulation. In such cases, full 
justification aust be provided as to shy such policies or procedures should 
be waived. 

1-7. INVESTIGATIONAL DRUGS. Any proposal which involves the use of 
investigational drugs in human subjects must, in addition to the re- 



426 


futrcncnt** cz.xZdu: ' x\ cfhcre In this regulcUc: la handled sfrir: 

accordance with .* r . Au*?. 

1-8. ADVAIJCr. cnTt!'-*’ NA7J0KS. Advance determine ans nay ftcn tlru to 
tine be Bade Idcnti.’yi ng those projects or class oi projects; I t:* 
methods and procclu.es; and/or other situations i; which huran si* Jt.r i v 
involved, to which t, cciTic portions of this reg — Lion shall r.ot he rppii 
cable. Such advance de.errinations, including a;: of the rcstrir* io * 1.* 

ltatlors, end cendi tiers attendent thereon, r.hal’ he published r.:i 
appendix to this reflation. Requests or ruccir. »!rlionr ;or advance 
determine ti 0:3 r.houV; be forwarded in writing, vl\ full justtf 1/eticn 
therefor, to this headquarters, ATTN: SGRD-UR. 

1-9. CLINICAL INVESTIGATIONS . Clinical invest if ions per for -ad 1y 
DSAMRDC personnel at any Aroy nodical facility or activity, and funded 
mder other than ROTE appropriations, shall be sul ject to the provisions 

of At 40-38. 

1-10. LIMITATIONS CM USB OP SPECIAL CLASSES AS IlliAN SUBJECTS. 

a. The first principle of the Rureaburg Cods provides that subjects 
of bloamdlcal research Bust bs "so situated ss to bo able to exercise 
free power of choice" concerning their participation. Where liberty 
1* Halted, where freedoa of choice Is restricted* or where the subject’s 
ability to fully comprehend is diminished, there la a corresponding 
diminution of tht capacity to give truly voluntary consent. For these 
reasons, the aost careful evalution aust be given 2o any proposal 
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which ronic.v; lat . v the u*e c £ any pc: *<*i Iclcnginfc lo or. 3 of t».c 
follow? ng cp«-.-iwl O.v.svs r.s r hu.v.*; •vi-jcit. 

l-io-i. us?: or t::Loar.:: ;s nu.v. % : sr. jr.cr;. 

o. It is not appropriate to permit a child to participate as a 
hucr.«m suhjrcl iv-U.s the nature cl the- icstarcli Involved is sue?, that 
It voald be 1: uJblo ov unt^rsrii'ii f ul if forticipc: ion ror? rer.tr! r \ 

solely to edi*cs, or ell. or /.peciel co.acideret ie:i3 ere involved. JVsrt* 
convcnlnctc \?i!l r.cvt»i suffice i.s jvrt ific<M ion for the u c c of a chil<! 
as a hur.au subject. It is permissible:, however, to pVjrr.it a child to 
participate when there is a direct potential benefit to such child 
and adequate prior U\sci;ig has be**n e.teiplished to give assurance of 
acceptable risk. 

b. A- child cay not participate is a human subject uni ess: 

(1) T?ie child's parents, t, rdian, or other legally authorized 
representative has given effective third party consent, under conditions 
which Beet the legal requirements of the place In which such consent is 
secured* 

(2) The proposed research is concerned with: 

(a) The diagnosis, treatment, prevention, or etiology of 
conditions not usually en counted in adults; or 

(b) Any other condition from which, the child is suffering, 
provided there is a direct potential benefit to the cjiild and adequate 


70-026 0 - 76-26 
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prior testii., h.< \.v*-n ^ecotplishc.d to give assurance of 
risk; or 

(c) 1nfcr:.,r.i ion vhlch cannot he obtained /rou any othor 
class of subject. 

c. The traditional requirement of securing the consent of parents 
or guardian prior to per forcing a nodical procedure on a child should 
be viewed as protective i ether than coercive. Therefore, in addition 
to securing the required third party consent from parents, guard! ers or 
other legally author* rod representative, the child, 'depending upon his 
maturity, choild tiro be consulted. Clearly, infentf of tender years 
have neither the comprehe nsion nor judgeizant to enable then to r.rd e a 
meaningful detcn:.i nation. Older children ndght veil be able to 
comprehend sufficiently to understand what It is that they vill be 
subjected to and, depending upon the circumstances, should in uany 
cases be given the right to refuse to participate. As a child approaches 

i 

the age of majority, his ability to comprehend will- likely become 
closer and closer to that of an adult and It would be improper to 
permit him to participate unless he bad also given subject consent. 

All of the above considerations apply to maturity mf judgement and 
comprehension, and not solely to chronological age* Therefore, no hard 
sod fast rules can be laid down, and careful consideration must be 
given to provisions which vill Insure compliance with these principles. 

1-10-2. USB OF PRISONERS AS HUMAN SUBJECTS. 

. n. It is not appropriate to permit a prisoner to psrtlcipste as a 



h*; subject unless it has first been dote mined .hat these \-JLl 1 be r.o 
ur.v«te irduronentB to such p£ idr**' ‘ oa * taking lc.o account* si:. IVc:: : 
vhf.rhcr the ei.r'ilnr,r, living conditions, radical cite, quality of 
lor-:, md other er unties offered tc parti cipcntc i*. the study arc 
significantly greater than those available to nonpar ticip;: ting 
pr Isoncvc * 

b. A prisoner vho is not serving a sentence Imposed by a court ei 
cor^ otci't juris 'Motion (e.r*, pre-trial confinurxr. or detention) n:.y 
not participate rs a hu;r*.an subject unless the prop «cd research is con- 
cerned with: 

(1) ‘flic diagnosis, treatr^nt, preventin'.* or etiology of a 
particular condition from which he is suffering, provided there is n direct 
potential benefit to hie* and adequate prior testify has been acco T, re title* 

ed to give assurance of acceptable risk; or 

(2) The effect of confine /*nt upon the prisoner, and involves 
no appreciable risk to the subject. 

c. Prior to the approval of any protocql imo lying the use of 
prisoners as human subjects, a site visit shall ha performed by appropriate 
representatives of the Headquarters, including at a mini sum a senior 
medical officer and a member of the legal staff, vid the report of visit 
submitted by these representatives shall ha caretdly considered in the 
evaluation of any such protocol* 

1-10-3. USE OF MENTALLY DISABLED OR DiSTIlUT10NJII?ED MENTALLY INFIRM 
PERSONS AS HUMAN SUBJECTS. 

a. It la not appropriate to permit a a»nteX r y dia l led or 


mwwmme ] 
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i t : . y rr?;\ to p«U ' l* Z U c 

in!c * .. . * \.*cb J.wclved is *uij that i l v.,.,U 1 

ir^Oi- c r . il... *. 1 f participation vote re: tr'.ctcd to fc h%* — 

rent*' I.* i : *r , ;r cv * ? .del cor.siderat Ions arc involved. !' re 
couvo i 'z? ' : 15 :**v % f lee .is justification fer the of r.-y cv'ih 

perse-. ...» e l:u.\ . i m\j‘, , 

b. A mentally ufj.hlcd or institutionalised rental!}’ infir.a pern.; 

•ay nut participate * .. a subject unless: 

(1) Lejy.liy r.'icclive subject consent has been obtained, or, 

where the subject is ! ’ ly incoimpctent, the subject's legally 

autheri ;*..td rupror. r.Vi.i ; \\ h.:s giver effective third party consent. 

(2) Vue yri>vcd research is concerned with: 

(a) diagnosis, treatment, prevention, or etiology oC 
the particular i rp: i i r-r.i with which he is afflicted; or 

(b) Any other condition from which he is suffering* provide 
there is a direct potential benefit to hi* adequate prior testing 

has been accomplished to give assurance of acceptable rich; or 

(c) The effect of institutional life upon the institu- 
tionalized Dentally infirm subject, and Involves no appreciable risk 

to the subject; or 

(d) Information which cannot be obtained from any other 

class of subject. 

■ c. Whenever the mentally disabled or institutionalized mentally 
infirm person appears to have sufficient mental capacity to cooprehcnd 
what is proposed and to express an opinion as to his willingness to - 

participate, his subject consent, even though not legally effective 
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1 cr , AT T'li S. . T. Upon rcrvip^i all nvqh pror.v.r.ls •■*.i n 31 l»c 

fr:** *. .v.: •>. theorem c* applicable c’lrr^tives of lliic r.;::! 5" 

quart /£». 


/ 
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CUAPTER 2 
IN-KOJSU STUDIES 


2-1* GCUEKAl*. Tilts ti .'.pu-r prcscrlles policies end procedures, in 
addition to those contained in Oeptcr 1, which tpply In all cases 
wherein a rtudy iiuolvlnt the use of huTan subjects Jn performed ur.ccv 

i 

the direct supervision or control of USAKUDC personnel. ’ 

2*2. POLICV. No research study Involving the use of husr.nn subjects 
shall be corcicoced until all of the requirements of this regulation have 
bees fully met. 

2-3. ADDITIONAL SAFEGUARDS. As added protection for human subjects, 
the following safeguards shall be required: 

a. A physician, sdlitary or civilian, approved by The Surgeon 
General, will be responsible for the nedlcal care of all human subjects. 
Thin physician should, whenever possible, be other than the project 
leader. He shall have full authority to terainate the subject's 
participation at any tine that he believes death, Iqjury or bodily harm 
is likely to result. 



433 


b. A!1 cppr.rv. tus fti*d in: : ru v ucctf.r.ary tf c\».-l \:i * i» V’V* 
i.'.'j j;f ncit s, *.tid personnel tr. nr l Ju thc<r ucc, v^i be ..van. Vv 
Oil tll xT, , 

c* Required tr^dlcal treativnt, including hosvitalir.etion if :v. cr:;' 
will be provided to cny human subject v*ho requires such tventr-ent or 
hor.pitaliitf tion cs a result of his participation, •* s coon cs such uccd 
Is recognized. 

d. Provisions will bo rude for rapid medical evacuation of hu-^a 
subjects to an adequate hospital facility, rJ liter, cr othorWrc, in 
ense of CMftrgcncy. 

2-4. HIS1AN USC CCU MITT ECS . Each ial oratory which ci’.gagec, or intends 
to engage, in research studies involving human subjects, shall provide 
for the establishment cf a human use committee, ant shall report 
to this Headquarters, ATTHs SGRD-HV the makeup of Such cored ttec, 
Identifying each member by name; earned degrees, if any; position 
or occupation; representative capacity; and by otter pertinent 
indications of e>9*rlence such as board certification, licenses, 
etc*, sufficient to describe each member's chief anticipated 
contribution to committee deliberations. Any esployment or other 
relationship between each member and the Department of the Army 
shall bs dearly identified. Any additions, deletions, or substitutions 
in membership shall be reported in writing, within 10 calendap days 
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to this , . t: tc include . to c c'.» re: r v V r . 

of the info?:. die.; :; 1 : td above. 

2-4-1. COir.rTiD: or ; PICK. Each hur.an ur.e cc s. it tee rhall be 
corpos^d of not 1 :t:r \) *.a five persons with appro; riatn background a to 
assure ccr.pletc erd : i* •■uuic review cf each propo.ad stud/ being* 
considered. *ihe cor.v.ltro irjst be sufficiently qv* lifted throw; h ». „* 
maturity » expvvienco, n.;d expertise of its rarberr end tha diver*.'. »:;• of 
its lumber ship, to i:> *. re respect for its advice ©ad ccunccl for 
safe guard in g tha right-* and welfare of hu-*an subjects. In addition to 
possessing the profc s- *on:J corpulence: necessary to provide initial avA 
continuing revie* of each proposed study, the corr!ttee s.vist le eble to 
ascertain the acceptability of the proposed study fntorus of applicable, 
laws and regulations, standards of professional conduct and practice, 
moral and ethical standards, and cotcnunlty attitudes* The coral t tee 
must, therefore, include persons whose experience rad expertise arc in 
these areas, including whenever possible, at least one lawyer and one 
clergyman* Mo consult tec hall consist entirely of mesbers of a single 
profession. Ko comdttc all consist entirely of mashers of the 
, laboratory concerned, and n least ons member of the committee shall be 
a person who, except for membership on this consult tee, is not an officer, 
employee, agent, or otherwise associated with the Department of the Army. 

Ho member of such cosnlttee shall be Involved In either the Initial or con- 
tinuing review of any study in which he has a direct Interest, except to 
provide information requested by the committee. 
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* •« . £ ♦ "* . .. *:o study involving htra.i subjects I v. 

' . * :*'> :* *-rr. unless it has iJrst been u? viewed r: d 

u; tv.-., i t. .* ir.S v:. k r,ry couuirtce. This review shall c!'.tcr;r.5ne 
w'.. * *'r : 

«. The ic tl.j subject are so outweighed by the f*us. of the 

Vei: * r ;i io the s-object era the Importance of the kni/.'Jccge to be gained 
as lit vq’'*’ »l t dcri i for. to allow the subject to accept these ris’u. ; 

b. Tiie rights rod welfare of any such subject rill be cdccuclel; 
proworxd; 1 


c. Legally effective infoiv.td consent vill be obtained by cdc^u-Mn 
and appropriate v*. thuds in accordance with the provisions of this 
regulation; and 

d. Hie conduct of the study will be reviewed rt timely intervals. 

2-5. TYPE PROTOCOLS. A "Type Protocol" Is a study plan Involving the 
use of human subjects in a group of closely related sad similar studies 
which differ from each other in ways which are unlikely to change the 
degree of risk Involved. A "Type Protocol" does not contain a detailed 
plan of every possible study which might be undertake t 9 but includes a 
description of conditions under which the studies vil b be conducted* and 
the standards which will be followed to safeguard the subject. The 
equipment to be used 9 including safety equipment* mus be discussed in 
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' .- t \ IC.\ ..I \ r. to which the subject will bo c; r tr.v, 

• 1 ' *\ ' fr:r ;.<>**• *1 vi t.:l eigne that vi t ! Vi allowed prior t: 

f..i . V. -T i t subject's r legation* The use of a "Tyje Tvetcc.' T." 
i*« r.cccpt. V.e c.ily if the condition* udder which the study is being 
com! at it** ;.n* sc. wll tend; rr : cod thr.t the described safety limits are 
clearly at* '*;»l i'>3c lor the rejects proposed to be included. AU "T> 7 u 
Protocol*” *ajsl le reproved by this Headquarters and, when so approved, 
coirc 1 1 tut ** ccinliH cc vilh paragraph 1*12 of this regulation. Ho':evcr, 
since a ’iy,.e Protocol" does not pcrr.lt evaluation of ell of the fcctov, 
required prior to approval of a particular study (e.g., paragraph 2-4-2 ,e. 
of this regulat it.n) , ccch individual study to be conducted under a "Typo 

1 

Protocol" i.uat receive approval by the laboratory human use comittec 
(see paragraph 2-4-2 cf this regulaticn) , and a copy cf the approved pro- 
tocol for tr.ch such individual study, together with a ccpy cf the minuter: of 
laboratory human use cor;nittce, shall be forwarded to this Headquarters, 
ATTK: SCIUMIR, not later than 10 calendar day* prior to initiation of the 

study. Approval by this Headquarters of a "Type Protocol" shall be for 
a stated time period (generally one year), subject to renewal. '‘Type 
Protocols" involving investigational drugs will not be approved. 

2-6. CIVILIAN EMPLOYEES. When civilian eaployecs of the Department 
of the Army volunteer to participate as human subjects the following 
provisions shall apply: 

a. Any duty as a volunteer human subject performed during the 
employee's regularly scheduled tour of duty will be considered ps 
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ooostrmetivo duly for vhich straight tin* rotes ore pry,;*!e. : r-.' : 

i«i partlclp itior. outtiic^. the employee's regularly sch-v; .led t<*»*r, o- 
while in o l^ove. statu:-, will b- conrldcrcd as voluntary ovc *. Jr.e lor 
which no payment r.ay be r.ade nor oospensatory tls^ granted. The e*r>l • 
shell be oo iufon od prior to acceptance of hlo services cs r. volur.tn. .■ 
faflMS subject and the foregoing endere tending shall be ii.corroratt:J ‘n 
the cons e nt for*, 

!• Clniicn submitted to the Office of Workers* Co»~penrrti m , 

fipploTieat StCud-.rds Ad*: in is trot ion, US Department of Labor, bcciuro of 
disability or death resulting fro* an coployee's voluntary partic* r^* 1 -on 
in any study will includ- a citation to Tltla 10, United States CoJj, 
Section 4503, as the Department of the Army authorisation for the u&c of cv 
voluntary services, 

~c# All questions concerning hours of duty* pay, leave* , condensation 
clalns, or application of other civilian personnel regulations to 
ea? loyecs v voluntary services, will be forwarded through appropriate 
channels to the Deputy Chief of Staff for Personnel, ATTN: Director 

of Civilian Personnel. 

d. Such employees are entitled to nodical care in Amy nodical 
treatment facilities in accordance with the provisions of paragraphs 
4-31 or 4-62, Aft 40-3. 

2-7 • XftlEGULAR OR FEE- LAS IS EMPLOYEES. Intarsdttent services of such 

t 

a^loyaaa are authorised. Whether such eaployeea can be used pa human 



su! c* i : u.*.';, *:'?! u< p rM up**:*. the satutory nuthoric.. o 

t-Dpl^v it z:'\ *’.iw , .v *sic: < o the * i erployr.ant t r.reemant ; v 

ihc i t .* rrl £.?.*— i/* * on A"*: (5 CSC 751 . t seg .) r .y 

apply w I :h resi-jpL to any irjir../ or disease result;’ *'g from their u 

o/jnt , although a ff d* f c rrJl ration la each case vill have to 1 * r / • • v y 

the Office of Verier:; * Cor;:: nsatlcn Programs, Eoployrant Standard;, 

Adr.'.iiir iratior. , U;» I' j k !r; \t of Labor. Subject to such ren l Lctic *? cu; 1 
llri tatir.a; f.f. r:*y r* ,n*«.v in the statutory authority under vhi eh 
the Co\viR*.. , »t I* ty V j;ully bear the expense of insurance prcrlur3 tn l’* 
life of such c ;.!n>^c ubesc rate of corpensatlon is not fixed by 1* o- 
regulation!;. In ci:cl. cart;**, it is preferable that the Govcrrreu*. 7 review 
an additionul c 11 ov.\t.*c-'. to the o*iployce bo that he rofr purchase Mu o. n 
coverage rather than lo undertake direct negotiations with insurance* r.*r’**' 
Such ccployees pre entitled to r.vdicc . care in Army treat went feci II*. 5c* 
in accordance with the provir.ions of paragraph 4-62, AR 40-3. 

2-8. CONTRACTOR* S EMPLOYEES • Contra. tor's employees may participate 
aa human subjects In studies per for: *‘ isuler the direct supervision or 
control of Department of the Ariay personnel* It is the responsibility 
of the contracting officer to determine whether the termsL.of the contract 
permit such participation* Such eaployaea are entitled to medical 
care In Army sadlcal treatment facilities la accordance with 
paragraph 4-62, AR 40-3. 

2-9* MILITARY PERSONNEL. Military personnel may participate a a human 
subjects* Additional compensation for such services is prohibited, Except 

t 

ss specifically authorised by lew (e*g*» furaiahiag blood (24 U.S.C* 30), 
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Alt:* a I. *; ;; V -pr.f-sure r.h. * ‘ . - (27 U.J.C. ;*•')» *-.;ty 

as n 1 . ur.n teal :t in thev.* A r.ir * • ttiu’ic: (27 V . 7 , 0 . Z.' ' 

2-iu. o Ti\v\ r-:*c t.\: rar.D to ktuc j. ca?;; . i\ri:r* ; . i iv.ry 

f ^ . peri»o»tc.el, dap«.**Cor/ , . . d others routinely entitled to •.*%’.* cH cu.' 

in r.iUtary r*«T.c-l .' -* 'Hits, iL 2 y participate as bur.: reject-. £•;»/.» 
persons My !>e cm * red fer these ccrviccr. ts cuiho. i :!« d *.'y - 

directives (feu*: ^ C C;-t. 6^9), except that tc.liic'l office;.* o r :• 

icgulu* go: yon * .*•: e-i x • • u j c c l to the 30~c:y lltiiLUcu oC 3 U.5.C. 

5532(c) (2). 

t 

2-11. PRIVATE CITIX!::^. It is the policy of the Untied Su-teu not to 

accept voluntary rcr\ l .ce'; l ostensibly rlthout corpcr..;al3cn, vhr.r. such 

itrvi cc 3 nr.y provide a basis for a future cl a In t^ainct the Coyerns-'-rt 

for the value of the cervices provided. Accordingly, s^y such 

acr vices should be acconpanied by a statccant to the effect that the 

individual will not receive or becore entitled t# any condensation for 

these services. Such individuals nay, however* eater into an independent 
# 11 
contractor relationship and participate for compensation as av : *>rincd 

by applicable directives (see 45 Conp. Gen. 649). Such indiv: Is are 

entitled to nedical care in Arny nedlcal treat sent facilities in accordance 

with the provisions of paragraph 4-62, AR 40-3. 


\ 



CHAPTER 3 


coctmctur r.jvwcs 


'J-i. Cr/'Liv* . li.it chapter prescribes polled es end procedure:* » in 
riur i *; ' *o ; 1 1 oT c^c coivtcl net! in Cluster 1, vhieV apply In c 

vtiiif *n inv '.*ng the uce of hu-nn subjects is to ho prof- : ' 

a cons ret' ‘.or . 

i 

3-2. POLICY. "o tc. .tract shall be av.-.rded for cr.y research involving 
th* iitr of ha., a-. tuV.'.ecrs until ell of the requi re rente of thin re;-.* 1 *' 
have been fully ret. 

a. Safeguarding the rlp’ita and welfare of all hur.*n subjects in 
activities supported undercontracts with this Command is primarily the 
responsibility of the contractor. In order to provide for the adequate 
discharge of this responsibility, no contract shall be awarded which 
Involves the use of human subjects unless the contractor’s human use 
committee has reviewed and approved the proposed study, in accordance 
with the requirements of this regulation. This review shall determine 
whether : 

(1) The risks to the subjects are so outweighed by the sum of 
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A . il lo f .l: tv'. jw‘ct and t *c *1 ;*orf z%c? of the knr* In ; 2 To : i* 

. **•■ to rr,:..t n dccJ « ie.i t •; ;•;*£*.* the subject tc rc ■.» 4 1 

(2) r ; : •* r : .tls fc:ut \:el f «:ic of any such subjects will he 
.•icqu .t c*3y proi.'tcd; 

(3) r*:c?3y effective in!o*crd consent will be obtained by 

v3.r*i*tc .w! 4 ri-.iLe sitthcdc in accoiuor.ee with the provision!; cl 

t! ;? rc~c! ation; or.i 

* 

(4) Ti.n conduct of tin- study will be reviewed et ti.-ely 
intervals • 

b. Ko contract involving hi:u^n mAjccts will be awarded to an 
individual unless he is affiliated with or sponsored by an organization 
which can end docs cssuinc responsibility for the subjects involved. 

3*3. SUBMISSIONS OF ASSURANCES. Any organization, other than an agency 
of the Federal Government, applying for a contract involving human subjects 
mat provide written assurances that it will abide by the policy for the 
protection of human subjects as contained in this reflation. If the 
organization currently has no file with the Department of Health, Education, 
and Welfare (EH EH) an approved general assurance, as provided for in Part 46 
of title 45 of the Code of Federal Regulations, this may be accomplished by 
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aabadttlng to this Coi.:.'and a statement that such gc'.crrl a.*53um:;cj i/.scll 
apply equally to the study to be performed under thr*. contract with this 
Cnair .a nd (See Appendix f*) • .If the organisation does not currently Levs 
an approval general assurance on file with , than a special srsu renew 
aunt be negotiated with this Corned* 

* 

3-4* SPECIAL ASSUr.VJGTS . A special assurance will describe those 
rerlev po d irp Indentation procedures applicable to a single project. 

A special assurance will not be solicited or accepted from an orgen- 
1 rati on which hoc an approved general assurance currently on file with 
WttH in lieu of the statemnt required by paragraph 3i3 cf this regale tic 
An acceptable special assurance shall: 

a. Identify the specific protocol or existing contract by Its 
nuebar, if known; by its full title, and by name of the principel 
investigator. The special assurance shall he signed by the Individual 
aeaber* of a consult tee satisfying the requirements of Section 46.6 (b) 
of Title 43 of the Code of Federal legislations, and endorsed by 

an appropriate official of the organisation. 

b. Describe the makeup of the coaad ttee and Identify each oei&er 

f by naan; earned degrees, if any; position or occupation; representative 

capacity; and by other pertleent indications of experience such as board 
certification, licenses, etc., sufficient to describe each member's 
chief anticipated contributions to cornel ttee deliberations. Any 


✓ 
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enployoent or other relctionsklp between each neeher end the organl- 
cation ©halt bo identified, l.c., full-tiira employee, part-tiise employee 
merger of governing panel or board, paid consultant, or unpaid consult; ;» 

c. Describe In general tana the risks to subjects that the 
ooc&ittce recognises at ldiocast in Da study aad Justify its decision 
that these risks arc so outweighed by sun of the benefit to the 
subject end the Inportance of the knowledge to be gained as to warrant 

tbs coardttee’s decision to pencit the subject to accept these risks. 

• « 

d. Describe the lnforcsd consent procedures to be used end tfttsch 
copies of all approved consent fonts and other information which will be 
presented to prospective subjects. 

e. Describe procedures which the commit tee will follow to Insure 
prospt reporting to the co— lttee of proposed changes in ths protocol 
and of any unanticipated problems Involving risks to subjects or 
others, sod to Insure that say suck problem, including adverse 
reactions to blologicals, drugs, radioisotops labtllcd drugs, or nodical 
devices are prospt ly reported to the Aray Investigational Drug Ievlev 
Board and DBBf. 

f. * Indicate et what tine intervals the to— tttee will met to 
provide for continuing review ef the protocol. Such rev 1— oust occur 

■ no lose than annually. 


f 



I 


70-036 0 - 76-29 
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R. Provide *s.':utoi:cc:s that: 

(1) Ho r^.t-herfi of the corjdttcc shell be lavolvcd in either thu 
Initial or co jtint * *»g review c' any study in which he has a conflicting 
Interest t except to provide inforratlon requested b/ the cocci t tec; 

(2) The co.rrittee shall not consist entirely of persons who 
•re officers, employees, agents, or otherwise assoc: ated with, the 
organisation, apart from their membership on the consul ttcc; and 

(3) The co.rcittce shall not consist entirely of merijcrs of a 
•ingle professional group. 

3*5. CERTIFICATIONS. All proposals involving human subjects, whether 
•t risk or not, oust be given revie? and approval prior to the award of a 
contract. Failure to provide such review and approval at the tira of 
submission of the proposal can delay the award of any contract. All proposal:., 
other than those submitted by an agency of the Federal Government, nust 
contain a copy of the certification form as- shown in Appendix C. 

3-6. OOtrmCTOR’S RESPONSIBILITIES. The contractor bears the ultimate 

responsibility for tha health, safety and welfare of all human subjects 

involved in research carried out as a part of the contract. This 

Includes responsibility for insuring that all necessary clearances, 

permits, and/or co-ordination with other agencies, whether Federal, 

state or local, have bean proffer ly effected. Contractor nust always 

boar in mind that, unlike certain other agencies which only lsg>ose 

restrictions upon the use of human subjects at risk* this Command 

« * 

imposes strict review end approval standards, as specified in this 


BEST 


J 
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regulation, upon all uses of human subjects whether at risk or not. 

3-7. CONTRACTUAL OBLIGATION. *n addition to all other pertinent 
contractual provisions, each contract awarded by this Cosnand shall. 

If the contract penal ts the use of human subjects, contain the "Use of 
„ Hu m an Subjects" clause set forth in Appendix D. If the contract does 
mot permit the use of human subjects, the contract shall contain the 
Prohibition of Use of Human Subjects" clause set forth in Appendix E. 

3-8. DESCRIPTION OF METHODS. Any proposal which invoice the use of 
human subjects will include, at the end of the "Methods" section of the 
proposal, a separate evaluation consisting, at a sdninua, of the 
following : 

"a. A description of the requirements for a subject population 
. • * 

and rationale for using in this population any members of special 
groups such as prisoners, children, ^t he men tally disabled, or other- 
groups whose ability to give voluntary consent may be questioned. 

b. A description of the consent procedures to be followed, 
Including how and where Informed consent will be obtained. 

c. A description and assessment of any potential risks, and the 
likelihood and seriousness of such risks* If methods of research . 
create potential risks, describe other methods, if any, that were 

9 

considered and why they will not be used. 



d. A description of procedures (Including protection of confi- 
dentiality) for protecting sga'nst or nlnlnislng potential risks and 
an assessment of their likely effectiveness. 

e. An assessment of the potential benefits to be gained by the 
subjects » as well as benefits which nay accrue to society in general » 
as a result of the planned work. 

f. A careful analysis of the risk-benefit ratio. 

SCRD-SSJ 

FOR THE COMMANDER: 


FRANCE F. JORDAN 
Colonel ISC 
Executive Officer 


DISTRIBUTION: 
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APPMPIX A 

1* I tc h content fore must be tailored to met the specific conditions 
involved, considering the nature of the research, the class of human 
subjects , compensation or lack tharsof , special requirements, and other 
factors. ... . 

* *• 

2. Whenever the bunas subject is to be compensated for his services, 
the consent fore should set forth the amount of such compensation, and 
the conditions attached thereto. If the subject is to receive compensation, 
then, there must be provisions to provide equitable compensation for services 
actually performed If the subject either voluntarily or Involuntarily falls 
to complete all required services* 

3* The follovlag additional clauses cr modifications thereof, should be 
added to the consent form as appropriate: 

a- "This study Involves the use of the Investigational drugs 
' I understand that such drugs have previously been 

need fo * I also understand that although such drugs 

may have been previously used in the manner described on. the reverse of 
thle page, they have not yet been approved by the Food and Drug 
Administration for use in this manner by the general public." 
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b. ”1 understand that for tp participation in this study I shall be 

entitled to payment as follows: 

» and further understand that in the event I revoke my 

consent or ay participation Is terminated for any other reason , I shall 

be entitled to receive 

— • 

c. "I understand that I shall not be entitled to any payment for my 
participation." 

4. Consent forms to be signed by civilian employees , (see para 2-5) 
should contain the following additional clauses: 

"I understand thaf any time spent participating in this study during 
my regularly scheduled duty hours will be considered as constructive duty 
for which straight time rates shall be payable. I further understand that 
any time spent participating in this study during other than ay regularly 
scheduled duty hours , or while in a leave status, will be considered as 
voluntary overtime for which no payment may be made nor compensatory time 
granted 
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VOLUNTEER AGREEMENT I 
(Hi lit ary Personnel) 


I> , having full capacity to consent , do hereby 

volunteer to participate In a research study entitled: 


under the direction of . 

The implications of ny voluntary participation; the nature, duration 
and purpose; the methods and means by which it is to be conducted; and 
the inconveniences and hazards which may reasonably bfe expected have been 

explained to me by and are set forth on 

the reverse side of this Agreement, which I have initialed. 1 have been 
given an opportunity to ash questions concerning this investigational 
study, and any such questions have been answered to ny full and complete 
satisfaction. 

I understand that 1 may at any time during the course of this study 
revoke my consent, end withdraw from the study without-prejudice; 
however, I may be required to undergo certain further examinations, if 
in the opinion of the attending physician, such examinations are necessary 
for ay health or veil being. 


8ignatur« Pate 

/ 

1 was present during the explanation referred to above, as veil as the 
volunteer's opportunity for questions, and hereby witness his signature. 


Signature 


Pate 



On this side of the Volunteer Agreement* the principal Investigator 
shall set forth full details concerning the investigational study, 
insofar as such would affect or influence the tentative subject In 
any way. this explanation should be worded in non- technical language 
so that it can be clearly understood by asubject who has no partic- 
ular familiarity with medical terminology. It is suggested that 
when technical terns are necessary, they should be defined la the 
space below the explanation* The subject should place hie initials 
st the end of the last 11ns of explanation* 

A proper explanation should, st a minima, provide the answers to the 
following questions t 

1, What will be administered or done to the subject! 

2* How long will the subject's participation last?' .. 

3* To what tests or examinations will tbs subject be required to 
submit? 

4* Why is tha investigation being conducted? 

5* Has this particular study been dona previously, sad if so, 
with what results? 

4* What inconveniences or discomforts is the subject likely to 
experience? 

7. What risks or hasards can ba reasoaably anticipated? 

I, What steps will ba taken to prevent or mini alio these risks 
or hasards? / 

y - 

n What benefits, if sny, may the subject expect from participation 
in thjitf study? 

10* Vhat appropriate alternative procedures, if say, might be more 
advantageous to the subject? 
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VOLUNTtftR AGREEMENT II 
(Civilian Adults) 


I, having attained my 

birthday, and otherwise having full capacity to consent* 

do hereby volunteer to participate in an investigational study 
entitled: 


under the direction of . 

The implications of ny voluntary ^participation; the nature, duration 
and purpose; the methods end wet : ns ty which it la to be conducted; and 
the inconveniences and hazards which way reasonably be expected have 

been explained to me by , and are 

set forth on the reverse side of this Agreement* which I have initialed. 

1 have been given an opportunity to ask questions concerning this in- 
vestigational study* and any such questions have been answered to my 
full and complete satisfaction. 

I understand that I may at any tine during the course of this study 
revoke my consent* and withdraw from the study without prejudice; how- 
ever* I may be requested to undergo certain further examinations are neces- 
sary for my health or veil being. 


Signature Date 

1 vas present during the explanation referred to above* as well as the 
Volunteer's opportunity for questions* and hereby witness his signature. 


Witness' Signature 


Date 
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On this side of the Volunteer Agreement , the principal investigator 
shall set forth full details concerning the investigational study. 
Insofar as such would affect or Influence the tentative subject in 
any way. This explanation should be worded in non-technlcal language 
so that it can be clearly u nderstood by asubjcct who has no partic- 
ular familiarity with red! cal teminology. It is suggested that 
when technical terns are necessary, they should bo defined in the 
space below the explanation. The subject should place his initials 
at the end of the last line of explanation. 

A proper explanation should, at a fllniouat, provide the answers to the 
following questions: , 

1. What will be administered or done to the subject? 

r 

2. How lot g will the subject's participation last? 

3. To what tests or examinations will the subject be required to 
submit? 

4* Why is the investigation being conducted? 

5. Has this particular study been done previously, and if so, 
with what results? 

6. What inconveniences or discomforts Is the subject likely to 
experience? 

7* What risks or hazards can be reasonably anticipated? 

8* What steps will be taken to prevent or minimise these risks 
or hazards? 

9. What benefits, if any, may the subject expect from participation 
in this study? 

10. What appropriate alternative procedures, if any, might be more 
advantageous to the subject? 
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VOIjWTEER ACF-EEHEHT III 
(Children Under Legal Age of Consent 
end Adults Not Competent to Give Informed Consent) 


I/We, 

having full capacity to consent, do hereby consent for wy/our 


> - .. - . - § 

Relationship Name of Participant 

to participate in an investigational study entitled: 


under the direction of 


The implications of his/her participation; the aature, duration and 
purpose; the methods and means by which It is to be conducted; and 
the inconveniences and hazards which may reasonably be expected have 

been explained to me/us by L> 

and are set forth on the reverse side of this Agreement, which 1/ve have 
lntialed. I/we have been given an opportunity to ash questions con- 
cerning this investigational study, and any such questions have been 
answered to my /our full and complete satisfaction. 

1/ve understand that I /we may at ary time during the course of the inves- 
tigational study revoke my /our consent, and withdraw the above named 
participant from the study without prejudice; however, he/she may be requested 
to undergo certain further examinations, if in the opinion of the 
attending physician, such examinations are necessary for his/her health 
or well being. 


Signature Relationship Date 


Signature . Relationship Data. 

I was present during the explanation referred to above, as well as the 
Volunteer's opportunity for questions, and hereby witness his signature. 


Witness 1 Signature 


Date 
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On this side of the Volunteer Agreement, the principal Investigator 
shell set forth full details concerning the investigational study, 
Insofar as such would affect or influence the tentative subject in 
any way* This explanation should be worded in non-technical language 
so that It can be clear ly unde rstood by asubjcct who has no partic- 
ular familiarity with nodical terminology* It is suggested that 
when technical terms arc necessary, they should be defined in the 
space below the explanation. The subject should place his initials 
at the end of the last line of explanation* 

A proper explanation should, at a nlnlcun, provide the answers to the 
following questions: 

i ,# 

1* What will be administered or done to the subject? 

2* How long will the subject's participation last? 

3* To vhat teste or examlnctlons will the subject be required to 
submit? 

4* Why is the investigation being conducted? 

5* Has this particular study been done previously, and if -so, 
with what results? 

6* What inconveniences or discomforts Is the subject likely to 
experience? 

7. What risks or hazards can be reasonably anticipated? 

8. What 8 tops will be taken to prevent or minimize these risks 
or hazards? 

9. What benefits, if any, may the subject expect from participation 
In this study? 

10. Whet appropriate cltemative procedures, if any, night be more 
advantageous to the subject? 



APPENDIX B 


Commander 

US Army Kedical Research and Development Command 
Washington , DC 20314 


Dear Sir: 


The (name or organisation) vill corply with the policy for the protection 
of the rights and welfare of all human subjects in any research supported 
directly or ihdirectly by grants or contracts with the US Army Medical 
Research and Development Copland, as contained in yout regulation number 
70-25. In fulfillment of its assurances this organisation will continue to 
maintain a committee, in accordance with the general assurance currently 
on file with the Department of Health, Education, end Welfare, competent 
to review projects and cctivities that invlovcs huran subjects. The 
committee has the responsibility to determine for each protocol that: 

(a) The rights and welfare of subjects are adequately protected, 

(b) The risks to the subjects are so outweighed by the sura of 
the benefit to the subject and the importance of the knowledge to be 
gained as to warrant a decision to allow the subject to accept these risks, 

(c) Legally effective informed consent will be obtained by 
adequate and appropriate methods in accordance with your regulation, and 

(d) The conduct of the study will be reviewed at timely intervals. 
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APPENDIX C 


The IIS Army Medical Research and Development Command (USAMRDC) requires 
assurances from organl rations conducting research involving human subjects 
that they will carry out initial and continuing review of all such research 
In accordance with the policy and instructions contained in Section 46 of 
Title 45 of the Code of Federal Regulations and USAMRDC Regulation 70-25. 
Certification of the performance of the initial review and approval should 
accompany the proposal when subnit ted, but in any event oust be submitted 
prior to actuAl award of a contract or grant. Each organization submitting 
a proposal mist complete the following, checking only the one applicable 
box: 

□ A. This proposal Includes research involving human subjects. 

Our organization has an accepted and currently valid general 
assurance on file with DHEVJ. Our committee has reviewed and 

approved this research protocol on : , in 

accordance with the assurance provided to PHEW, and will provide 
for continuing review os specified in that general assurance. 

j | B. This proposal Includes research involving human subjects. 

Our organization has an accepted and currently valid general 
assurance on file with DHD7. Our committee has not yet reviewed 

this research protocol, but will do so on or about 

in accordance with the assurance provided to Dti&W. It is under- 
, stood that a certification of such review, by submitting a new 

copy of this form with Bloch. A checked and completed, and 
properly signed, will be required before the contract or grant 
can be awarded. 

I I C. # This proposal includes research involving human subjects. 

Our organization does not have an accepted and currently valid 
general assurance on file with DREW. Attached hereto is the nec- 
essary documentation to meet the requirements fo a special 
assurance as set forth in paragraph 3-4 of USAMRDC Regulation 70-25 

f { D. This proposal does not include research involving human subjects, 
and we hereby certify that human subjects will not be used in any 
research performed under this grant or contract without specific, 
prior written approval. 


(Signature) 

(Title of Proposal) 

(Position) 

• 

(Proposal Date) 

(Name of Organization) 

(Name of Prinr<««i •- 

. * r 
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APPENDIX P 

USE OF HUMAN SUBJECTS 

(a) The following definitions are used In this clause: 

(1) At risk means that the human subject may be exposed to the 
possibility of harm - physical, biological, psychological, sociological, 
or other - as a consequence of an act or omission which goes beyond the 
application of those established and accepted methods or procedures which 
are in his best interests, or which increase ordinary risks of dally life, 

i 

including the recognized risks Inherent In his chosen occupation or field 
of service. 

(2) Human Subject weans any human being who, knowingly or 
unknowingly, is subjected to an act OTiralssion, whether at risk or not, 
the object of which is to contribute to knowledge to be gained as a part 
of work to be performed under the scope of this contract. 

(b) The Contractor, before undertaking to perform any study Involving 
human subjects, whether at risk or not, shall insure that the following 
minimum conditions are coup lied with: 

(1) The proposed study has been reviewed and approved by a 
conaittee meeting the requirements set forth in Chapter 46 of Title 45 of 
the Code of Federal Regulations. 

(2) The number of human subjects used will be kept to the minimum 
number which will reasonably achieve the required results. 

(3) The study must be such as to contribute significantly to 
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medical knowledge* and have reasonable prospects of yielding important 
results which are not obtainable by other methods or mean*. 

(4) The study will be conducted only by persons possessing the 
requisite scientific quail fi cot ions. The highest degree of skill and care 
will be required during all stages of study of persons who conduct or 
assist in the study* 

(5) Th human subject will be informed that at any time during 
the course of his participation he has the right to revoke his consent and 
withdraw fro* further participation without prejudice to himself. 

(6) Participation by subjects will be lorediately terminated if it 
subsequently appears that the risk to the subjects I s ^significantly 
greater than anticipated at the tine review and approval was granted. 

(7) There shall be no greater intrusion into the privacy of the 
human subject than is absolutely necessary for the conduct of the study 
involved. Except for the submission of reports and other data required by 
this contract* any information obtained about human subjects as a results 
of his participation* shall be held as confidential as the lav allows. 

(S) The study will be conducted so as to avoid all unnecessary 
physical or mental discomfort* suffering* or injury. 

(9) No study will be conducted if there Is any Inherent reason 
to believe that death or disabling Injury is likely to occur. Sufficient 
animal or laboratory experiments* or other evaluations* must have been 
completed to give assurance of 'acceptable risks prior to the use of 
human subjects. 

(10) The degree of risk to be taken will never exceed that which 

* 

la justified by the benefit to the subject and/or the humanitarian 
importance of the knowledge to be gained. 
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(11) Proper preparations will be node, and adequate facilities 
provided, to protect the subject against all foreseeable possibilities of 
injury, disability, or death. This includes hospl tali cation and nodical 
treatnent as nay be required. 

(12) Human subjects will have no physical or nental conditions 
which will make participation more hazardous for then than It would be 

for normal healthy persons, unless such condition is a necessary pre- ^ 

requisite fer the particular study involved. In any such case, the use 
of human subjects with such pre-existing conditions must have been 
specifically described end justified in the scope of work to be performed 
under this contract. 

(13) The scientifically qualified person c 9 nductlng the study, 

and each member of his research team, will be prepared to terminate the subject's 
participation at any stage if he has reason to believe, in the exercise of 
the good faith, superior skill, and careful judgement required of him, that 
continuation is likely to result in injury, disability, or death to the 
human subject. , . 

(c) The Contractor, before permitting any person to participate as a 
human subject ,. whether at risk or not, shall insure that the following 
minimum conditions are complied with: 

(1) legally effective informed consent will be obtained by 
adequate and appropriate methods in accordance with the provisions of this 
clause. 

. (2) All consent murft be voluntary. It must be the knowing consent 
of the Individual or his legally authorized representative, so situated as 
to be able to exercise free power of choice without any use of force. 


70-026 O - 76 - SO 
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frAud t dccoltt duress* controlnt, coercion! or lawful or inproper 
Inducement . The basic elements of information necessary to such consent 
include : 


(i) A fair exploration of the proceAires to be followed, and 
their purposes, including identification of any procedures which are 
experimental; 


(ii) A description of any attendant discomforts or risks 
reasonably to be anticipated; 

(ill) A description of any benefits reasonably to be 

anticipated; 

(iv) A disclosure of any appropriate alternative procedures 

i 

that might be advantageous to the subject; 

(v) An offer to answer any questions concerning the procedure 
and 


(vl) An instruction that the subject is free to revoke his 
consent and to discontinue participation at any time without prejudice to 
himself, 


(3) Exculpatory language through which the subject is made to waive, 
or appear to waive, any of his legal rights, .including any release from 

liability for negligence, is prohibited, 

. . (4) Consent by a subject or his legally authorized representative 

shall be obtained in writing whenever it is reasonably possible to do so. 
The consent form may be rea4 to the subject or his legally authorized 
representative, but in any event be or hia legally authorized represent- 
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ative Must b® given adequate opportunity to read It and to ask any 
questions they night have. This consent fora should then be signed by 
the subject or his legally authorized representative and by a witness notr 
directly Involved in the study. Oral consent nay be used only when it 
has been specifically described and justified in the scope of work to be 
performed under this contract or approved in writing by the contracting 
officer. When so authorized and used 9 oral consent is subject to all the sane 
standards as aply to written consent # except that the signature of the 
subject or his legally authorized representative is not required. 

(d) The Contractor shall not undertake to conduct either the clinical 
pharmacology or clinical trails of an investigational drug unless this 
contract contains, the clause entitled "Clinical Study of Investigational 
Drugs". 

(e) Prisoners of war will not be used under any circumstances. 


\ 
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APPgMPTX E 

PROHIBITION OF USE OF HUMAN SUBJECTS 

notwithstanding any other provision contained in thia contract, or 
Incorporated by reference herein , the contractor ia expressly forbidden to 
uoe human subjects in any wanner whatsoever, the contractor. agrees not to 
oone Into contract with, use or employ, any human subjects for research, 
experimentation, tests or other treatment under the scope of work as set 
out in this contract. 


¥ 
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POLICY STATEMENT 


POLICY HUHStR 
7J-70-2S 

SUBJECT 

Use of Human Subjects in Medical Research 


BACKGROUND 


• 


The US Army Medical Research and Development Command has not pre- 
viously *.ad a clear policy on the use of volunteers in medical 
research. 


STATEMENT 

U The US Army Medical Research and Development Command (USAMRDC) 
will riot support contracts or grants for medical research to be 
conducted outside tho United States of America when human subjects 
are considered to be at risk except where the research is of un- 
usually high priority. In that exceptional case special arrange- 
ments must be made for direct supervision and monitoring of the 
research by the USAMRDC. Under no circumstances will contracts or 
grants for medical research be supported outside the USA using 
humans who are subjected to limited civil freedoms as a result 
of being inmates of correctional institutions or residents/clients 
of institutions for the mentally ill or mentally retarded, or 
similar institutions. 


2. Before approving any contract or grant in COXUS or OCONUS (or 
any extension thereof- -with or without funds) involving human sub- 
jects deemed to be at risk, the Director of the appropriate re- 
search directorate will insuro that a site visit nas been made to 
the research organisation. The site visit team will consist of, 
at a minimum, the director of the appropriate research directorate, 
or his designee, and the Judge Advocate, USAMRDC, or his designee. 
When appropriate, consideration should be given in each case to 
including in the site visit team the Chairman, Amy Investigational 
Drug Review Board, the directors of other research directorates, 
and other interested parties from the Office of The Surgeon General, 
or their designees. I * 


3. Furthermore, whether the subject is deemed to be at risk or not, 
approval for the study (whether extramural or intramural) must be 
obtained from the Commander, USAMRDC, when it involves the use of 
prisoners, other institutionalized persons, children (under 18 
years of age), or pregnant subjects. For purposes of this para- 
graph, a human fetus is considered to be a child, whether living 
or not. 


AUTHORITY AND/OR SOURCE 
VOCC USAHIDC 

TYPED NAME AND SIGNATURE OP ORIGINATOR 

DALE E. IfYVOFF, Colonel , MSC 

Chief. Research Planning Of f ice . USAMRDC _ 

DISTRIBUTION 
A,C 4 P 
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/v, '■ 

KENNETH R. DIRKS. M.D., 8G, MC 
'Commander , USAMRDC 
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t * m m 

REVIEW PROCESS FOR RESEARCH INVOLVING HUMAN SUBJECTS IN THE US ARMY 


I HUMAN USE REVIEW OFFICE, OFFICE OF THE SURCEON CENCRAL 

In October of 1974 The Surgeon General established the Rumen Use Review 
Office (HURO) under the direction of the Aeeistsnt Surgeon General for 
Research and Development. The HURO was charged with administering and 
coordinating activities of the Army Investigational Drug Review Board (AIDRB) , 
The US Army Medical Research and Development Command (USAMRDC) Contract 
Review Board , and The Surgeon General's Human Use Committee and Clinical 
Investigation Committee in order to insure uniform application of ethical 
standards for hymen research studies conducted within or sponsored by the 
Army Hedical Department (AMEDD). The Chief of this office serves as the 
point of contact and action officer for Office of The Surgeon General (OTSC) 
actions Involving human subjects In medical research, including: proponency 

for end review of Department of the Army and Army Medical Department regulations 
concerning human subject studies; proposing AMEDD policy in accordance with 
present and future ethical standards adopted by the Government; and review of 
compliance with Army policy regarding the use of human subjects in research. 

An important part of his responsibility is to handle action on proposals 
submitted to The Surgeon General under provisions of Army Regulation 70-25, 

"Use of Volunteers as Subjects of Research." * 

The HURO is the central Army processing point for all extramural and 
intramural human subjects research which require approval under provisions 
of the Army Regulation cited above. The staff Includes a physician, two 
pharmacists with advanced training in pharmacology and a blostatlstlclan. 

Legal advice is provided by attorneys in the Office of the Attorney Advisor, 
USAMRDC. This medical, scientific, and legal staff identifies problem areas 
and requests outside review, clarifications and/or revision before protocols 
are submitted for approval to appropriate committees or The Surgeon General. 

The HURO is the authorized channel through which Army investigators communicate 
with the Food and Drug Administration (FDA). 

11 COMMITTEES ON RESEARCH INVOLVING HUMAN SUBJECTS . 

Army research involving human subjects fall into two broad categories:- 
Research, Development, Test and Evaluation (RDTE) supported programs and the 
Clinical Investigation Program. RDTE programs, such as the USAMRDC research 
effort, arc reviewed In accordance with AR 70-25 and, if investigational 
drugs arc involved, with AR 40-7. Clinical lnvcstigul Ion projects in eight 
Army Medical Centers and a few smaller hospitals are performed in the context 
of patient care situations. They are handled in accordance with AR 40-38 and 
AR 40-7. Strict Interpretation of these various regulations would require that 
RDTE funded projects would only be reviewed by a Department of the Army (DA) 
level committee (AIDRB) If the project involved use of an Investigational 
drug. In contrast, clinical investigation projects would always be reviewed 
by st least two headquarters committees (TSG Human Use Committee and Clinical 
Investigation Committee) and by a third group (AIDRB) if Investigational drugs 
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are Involved. In practice, the OTSG committee lystca has been made aore 
uni fore by combining the groups into one which considers project plans regard- 
less of whether they receive RDTE or Clinical Investigation funding. This 
committee, which will be officially known as the Huaum Subject Research 
Review Board after 1 September 1975, is composed of the professionally qualified 
members required for the AIDRB by AR 40-7 and the "cosnunity oriented** members 
previously on the OTSG Human Use Coaaalttee. The group previously known as 
the OTSC Clinical Investigation Consalttee will be disestablished after 
1 September 1975 since responsibility for fiscal monltorship of the Clinical 
Investigation Program will be transferred to a subordinate Coamand. 

The combined AIDRB and Human Use Committee Includes the following members 
by position: 

Assistant Surgeon General for Research and Development, or his designee. 
Chairman ~ 

OTSG Medical Consultant 

OTSC Surgical Consultant _ 

USAMRDC Director of Medical Research 

OTSG Pharmacy Consultant 

OTSG Psychiatry Consultant 

OTSG Preventive Medicine Consultant 

OTSG Family Practice Consultant 

OTSG Hurse Consultant 

Chaplain Representative 

USAMRDC Attorney Advisor 

Librarian, Joint Medical Library (civilian) 

The Committees handled over 300 research proposals during fiscal year 1975. 
Provisions for the protection of human subjects end the detailed content of 
consent agreements were the primary concern of the members. The careful 
review is reflected by the fact that a large number of proposals were dis- 
approved or deferred pending revision of the consent procedures. As a minimum, 
the HURO staff and committees apply the standards contained in current Depart- 
ment of Health, Education, and Welfare (DHEW) regulations and other directives, 
even when they do not have the force of law within the Department of Defense 
(DOD). For example, when the recent moratorium on fetal research was promulgated 
the files were searched to be sure such research was not being conducted within 
the Army Clinical Investigation Program. The committees have paid particular 
attention to special classes of subjects involved in Army research and have 
often required special consent procedures appropriate to a particular project. * 


2 
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III DESCRIPTION OF REVIEW/ APPROVAL MECHANISMS FOR INTRAMURAL RESEARCH 
INVOLVING HUMAN SUBJECTS 

A* Army Medical Depart went Hospitals 

Protocols from the Army Medical Centers (teaching hospitals) are locally 
reviewed by a Clinical Investigation Committee and a Human Use Committee as • 
outlined In AR AO- 38. All protocols involving human subjects are forwarded 
to OTSC for approval b&fore subjects may participate. Under provisions of 
the "Interim Change* 1 to AR 40-38 that will be effective on 1 September 1975, 
the HURD will review those protocols and present them to the Human Subject 
Research Review Board If they Involve: (1) Investigational drugs or radio- 

pharmaceuticals In humans; (2) the use of fetuses, children, prisoners or 
mentally disabled persons as subjects; (3) exposure of subjects to unusual 
risk. The Board will review any other proposal as directed by The Surgeon 
General* Protocols coming from smaller facilities without established review 
committees must all be reviewed by the OTSC committee. - 

Local commanders end representatives of The Inspector General are responsible 
for determining compliance vltlTOTSG directives on consent procedures. Annual 
reports on the progress of clinical investigation projects and separate detailed 
reports go AIDRB on investigation drug projects are sent to the HURO. A 
planned revision of AR 40-38 will provide guidance fos Medical Center Human 
Use Committees to increase representation by non-DOD personnel and to provide 
more detailed supervision of projects involving special classes of subjects or 
umusuel risk. 

B. US Army Medical Research and Development Command Laboratories 

Proposals to study human subjects In USAMRDC laboratories are submitted to 
HURO for approval by The Surgeon General under provision of AR 70-25. 

Laboratory human use cocsaittees are not required by that regulation. 

Ia practice, the laboratories have ed hoc and/or established professional 
review boards composed of laboratory professional personnel which look at 
projects primarily from the standpoint of subject safety. Laboratories also 
utilise Human Use Committees of Army Medical Centers located in close proximity 
to them* USAMRDC Regulation 70-25 on Use of Volunteers in Research will 
formally establish Human Use Committees at research laboratories. 

/ 

Protocols submitted to OTSC are reviewed by HURO staff and presented to 
the Human Subject Research Review Board if they involve investigational drugs, 
special subjects or unusual risk as specified above for Medical Centers. '-Low 
risk protocols not Involving drugs are approved directly by the Assistant 
Surgeon General for Research and Development. Yearly Command visits by 
USAMRDC Headquarters personnel provide sn opportunity to review laboratory 
compliance with consent procedures. 
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C. Any Project* fro* DutiUt th* Nodical Popettpeat 

PropoMl* which arc aubmittod <ro* ocher Any agencies la accordance with 
Alt 70-23 cad Alt 40-7 era r evi ewed bp the HUM) and h a nd le d in th* mm fashion 
outlined a bow*. OTM ha* enco other Anqr agencies to interpret th* 

language of AH 70-25 broadly ta include all experineat* which my capo** 
participants to rlak even though- the project propoaent* My consider the testing 
to be primarily a* operational anamination ef prototype m a c hi nery or aqe tr— nt. 
If a teat of a now wifbn or vehicle, for ««i|pl* r *ty possibly expos* subjects 
to risk* fro* beat n trees, noise, or fwnee, the protocol is e u ami a i d in detail 
to b* sera that th* subjects are fully informed volunteer* end to reduce risk 
ae ouch a* possible, a large moun t of tin* sad effort |a of nan required to 
adoqmtaly tawiow tost* of thla typo slow thole aedquely odlitery sotting 
eomaainoe ankoo it difficult go d ie ti ng* lab alasrly t*at task* ar# rooasnaily 
"in th* lino of dggy^ 
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>V<m: Uccratcry of the Kwy 

W> : Distribution Lir,t 


Cub j : U;o of volu.vU wi c.s subjects In research, development, 

tent, and evaluation . 

Hofs (a) h'jnml of the Itcli cat Department Chapter 20, Research 
and D-vvc Xejv .cnt, ParaGraph 20- B, Use of Volunteers 
in Ka 7A rd :>us Expc* 5 went s 


Dhcl: (l) Banplc Jlvr .ui,** Volunteer Consent lX>cv.mcnt 

\ • -* 

1. pur-v-st*. To proscribe policies end procedures of the Department of 
the h.Tvy ^ovcri'.Jr*.?; the use of vn] ur.tcer svhj'-e':? In s’os'/arch ,dc:\ t\l o;; ...:' I. , 
teat, t '.v\ evaluation ( 1 ICl'r.) conducted by, within, or for the K-iV;*.) 
licho-nut ’•heroin )u ' beings r.re cxporla&nto J 2y exposed to hazardous 
con£:tl:*r~ o' "rrit^r* vl:.. Tv.i.v Instruct i on »• sot apply to the use, in 


U* 4»V».. i 

use oi ?•: 

« VolU'.iv'J 

patient:; 
cause of 


, 4 4 ..«4 , S* A* - • - * * 

• _ • > - * — * v»*' -I*/'* “• ' - - 

.vwiuw/.w.'i it; ifivc*>i»i<; • tiwiii* t U^i; fijij.y* .*t ttOJ 


«.* vtitvliv:. a. use <i:ijy. >t ao?? epp.*y to Xi»C 

'esiticiiticrrU uri-^e u:v.- or r.n approved REfa'S project cr task in 
•?.* popu!;* t.U-i of hc/.lthy persons or & volunteer }»opu?-.*>.*wn of 
in vhich the* cxoerir.oiitul drug testing has no relationship to the 
,hei r bcinc on the nick list, 


2, lt?.cV.£ro\ % .n:i . In the use of volunteers cr, subjects in hazardous c::pori- 

wentbf ’"aiCu.it Tons, it is obv j oun that nilitary WtJ) c orrzr ». ml ere, scientific 
and technical proercer. .Minevers , end project director# have special rc- 
r.ponc 1M1 i>1 cs both word end le;^l in nature. It has lc::£ been recognized 
that hazardous experiments utilizing human test subjects yee abr.o?\itoJy 
necessary to extend the frontiers of nodical science, aerospace l'Xifht, 
nnd voider.; oo. exploration. The atrocities vhich verc comitted ur*.Ui at 
Imran bcinga during the Sc send World Vfar served as a decisive factor In 
the adoption by the World Medical Association of a clearly stated code of 
nediehl ethic?; . It is neceptcd United Statc3 national and Department of 
Defense* policy that ti^ hwaan subjects be based upon volvutuiy, 

infoiTicd consent and i;e confined to cxperiiuenta or teste which arc 
necessary, scientifically sound, and reaooiwbly safe. 

3. T^iiiitiojis. For 'the p*orpc»6e of this Instruction, ’hftxardous coridi- 
tiona or i..r*tcrials are those* which present risk of privation, disccctfcrt, 


I BEST BB1MT1 
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SK^^Vjrr? 3sC0. 57 • 

20 April V;i l ) 

)*.)», physical or irjisiwl injury , or iIctUi Greet or than ike 
bastard* inherent in tir.Jnins or vo/i; within accepted occupational 
pM\x^ctcro . 

^ • Policy » Certain bade principle;; icust l>o observed to r.uti«fy t.iorc.1 
uni lt'£*-X concepts . 'jhcr>e tre; > 

ft. Voluntary consent io essential. 

(l) The volunteer iwet have local crpucity to Give consent. 

■Mo vill be no situated r.e to be able* to exercise free power of choice, 
without the intervention of ar.y element of force, deceit, duress, or 
ulterior fom of constraint or coercion. Ho will buvo sufficient know- 
lod(;e and cc:;prehui3ion of the elexontu of the* subject i./.tter involved ** 
to enable hi:* to make an wJerstarjdinc and cnliftitcncd decision. Gnch 
hnoulcdcc will be provided to the volunteer in such a manner cm not to 
corr.prcrt iso the experiment. Thus he* vill be told , prior to acceptance of 
bis consent^ ihe irttu-v, approx in a to duration, and purpose of the tvpcri- . 
wnt; the irTcthol and meuir. by which it is to be conducted; end the Incon- 
veniences tii*d ii!i?.urda entailed -- ell in ouch a va.y an not to invalidate 
the results, lie will be fully inferred of the effects upon his health 
or person vhJeh n*y por-ai c)y result fro.* i bin participation in the experi- 
ment. i ?e vjll be r/idc to understand clearly U.at, at any time during 
the crttwe or the experiment, ho vill have the rl{;»it to rcv«#!:& his consent 
and to withdraw fj-oio the c xper ic.cn t wi thout prejudice to iifi-sclf. 


[?:) 


amv utcK.Vv.u.iit Oa Cv>ii»C)*> Vi 


11 V 


mr jt.lt V j u.ji i*v 


A u;v!l 


the above rt<jv«:’*r.*:: c-r.t:; uni conluiribv.# or hv/iry. a tt?. cirri «.:rJ refer ...iced, 
a insiiTAry* of the information (;ivvn to the volunteer pursuant to the* )Vrc~ 
Cv»in& vrqulrtKC'iits. It shall also. contain a ctntenent by the volvjivoor 
that he is not relying upon any info: nation or representation not set 
foi*th in the document of consent and that hie consent is ^ivon as an 
cxcrcice of free will, without uny force or durcaci of any kind. The 
document vill be sinned by the volunteer— over his full urine; hit* ran’; , 
rate, (;mde # or title; and hie date of birth --In the presence of at 
leant onr* witness who is not 01 veep 1 ;/ involved it* the crp'- ^'Acrb or tent 
and win* vill attest to such signature In writing. fticlosvrc u) provider, 
a sample of an acceptable volunteer consent document, t)ic original of 
which will re:tuiji in the records of the activity conducting the ftUf&U. 


• ( 3) The responsibility for ascertaining the validity of the 
•consent roetr. upon the person who directs the experiment or test. It 
i« a personal responsibility which ssxy not bo delegated. 


a 
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b. At muobar of volunteer* used vlll bo kept at a minima conolct- 
eat with aqpU-slto roqulrumiota mcoosttsy-Oor acieutifioally valid ** 
conclusions . 

o. At experiment mml bt such an to contribute to an approved 
naval H 0/5c!» pioJceU In addition, t!io experiment or toot tAiould bo 
nidi a* bo yield fruitful roeults for the good of Koclety, unobtainable 
by other method* or neuon of a tody, and not ranic* and urxnecocattry In 
nature. Aero will be roHtonuWo anticipation that tho results vlll 
justify the perflon^nie* of the oxpcii^at or toot. Accordingly, all 
oxperlmofita and tosts will be based upon prior stuiy Or experimentation 
and droi^nol to accomplish this objective. All radical experiment* or 
expertK enva involving the use of an experimental drug should bo based 
upon 14*0 yefju\tc of animal oi^riuentatlon and a hnov/ledge of tho natural 
hi a tor/ of the disease or other problem under ctuiy. 

< 

d. *Hio experiment or tent vlll bo conducted oo as to avoid urmeccs** 
wiry physical or nentul stress. Ho orpcrlocnt or toot will be conducted 
if, upon careful consideration by the person who diiccto the experiment , 
there in x*eu*on to believe that deal}) or dirablieg injroy vJ3X occu r. 

Ao degree of rink to be tnUen will never exceed* that determined to be 
justifiable by the lnruani **u*irtt> iirpartanee of the urbblcci to be solved 
by the oxyerimut . Proper proportions vi)i bo r.u«*o w>r r **v-*‘- 

vision of a .qualified phycialen, fcnwlcnlgoable in the test field, oni 
vi ti» adupa to xiqdlrc.l facilities and safety equip; .cat being provided* to 
protect the volunteer against the possibilities of injury, disability, or 
death* Adequate and complete medical treatment vlll bo avui3t*‘u3e for 
treatment of casualties. A© physician* in- charge Will )iavo consultants., 
available on short notice, vho are competent to advise or assist vitli 
. unexpected cdsiplicatlons . * ‘ ’ - * 

a* Hie a xpovirstnl or teot will be directed cn3y by scientifically 
qualified persona with a high decree of technical and professional 
competence in conduct Inc ft vieh procedures. All peroonncj.'^upcrvlainc 
ox* participating in such procedures must be udaqnately txalned tfi perform 
thoir duties reliably in foreseeable ci x'curistance* . the hlxfrest degree 
of; care will be required at all stages of the experirsemt or teat. 

. f. . Volunteers vlll have no physical or mental di scutes which will 
make the proposed experiment more hazardous for them then for normal 
healthy persons . Ala determination will* be made by the experiment or 
teat director on tho basiiof cosf>etept medical advice* 

g. Ac cxpcrlr-ont or tost director, or hi* acting subordinate, * — 

will exorcise careful Judgment, superior skill, aril good faith at all 
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tti&cn durinft the fwiriid of the experh&nt or tci»t. \ foe ulroctor will 
terminate the procedure at any fttufto If it lo 3itft)y that continuation 
uJ13 result in injury, diwivillty, or death to a volunteer. IXxrinrc the 
cmii'ac of on experiment or test. ft volunteer shall be at liberty to > 
revoke or withhold Ills consent .nd to withdraw, without prejudice to 
hiruiolf, fm* the experiment or »c:it, or from n portion tlicrcof , Kev 
danf/nro ut.d adverse developments ar icin'', during tiiO course of the 
experiment or test, about which the volunteer has wot been br J of rd 
or warned, shall bo reported to the volunteer in a timely lacnner unions 
such cufjniuilcatiori vould % poao mi immediate threat to hie safety. 

h. lYisonors of war vill*not be uncA under any circumstances. 

5* Procedures 


n. The expcrJLnioirt or tent director will ’prepare ft written request 
for approval of the use* of volunteers In oj\y prepared procedure cocaine 
within the purview of this Instruction . 'liic request will include the 
nzutoz of the director and the conducting activity imdt the Identity of 
the responsible sppyortiii(; medical activity. It will speak appropriately 
to the principles of policy £uidm>cc oxpr on sod in }vtv*{p*cpU of this 
Instruction. The request will enclose a plan, of the experiment or toot 
consistent with security rccnirc;acnts . 

a 

• » 

b. One request will be forwarded via (3 ) t!io r*unropvJatc r. I liter:/ 
chain of cement ; (2) ih*£ Chief, lkuev.u of Medicine and Smxery; (3) the 
Chief of ttwol roriori^al/Cc^ /iniant of the Karine Oorpn, or both, fte 
appx*opr iate \ and (h) the Chief of I aval Operations (PCno(Diy/)) to the 
Secretary of the Kavy (AOK(ttoD)). . 

(1) The RPTcdi chain of contand. cndorcc&ontu Are to be directed 
primarily to the technical soundness end pr darevd importance of the 
experiment or teat for which the use of husaji volunteers is proposed. 

I 

(2) The Chief, Jiureau of Medicine and Burpary, will .direct hie 
endorsement specifically to the devoir of hazard inhorent,in the test, 
the adequacy of safety measurer*, the adequacy of ccdlcol supervision 
and support, und the adequacy of the httzm>~Yolu)iteer consent statement 
to be utilised. 

* (3) Hie Chief of Ibrva J. *Pinrtanncl/<XK^rtiont of the Marine Corps 
will direct their respective endorsements in particular *to the utilisa- 
tion of active-duty military personnel ,ln Oxiatlcg billets for volvuitoiy 
duty as experimental subjects, and to ethei^ aspects os they deem appro- 
priate. . 


* 
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00 The Qt \ cf of Mavul Operations (OC*!0(l)LV)) vill dirccthis 
cndorscivnt to the validity of the xvquJrei.ipnt for doings the exp ex* i- > 
wont ; the i.<lc:un cy of the certification by BU1HD on pertinent radical 
aepeeta; the approved ut J li nation of pox'souncl in the irenner proponed; 
and the r#t*:tc;*.cr.t of proven; need by the sponsoring ccr^nand. Adminis- 
trative end coordination action vill be assigned to the Staff Assistant 
for liedieel i;nd Allied Sc i oncer.. 

(9*) Arsis tan t Secretary of the J!avy (Research and Develop- 
ment) vill net an i ;«TO’1r." author ivy for the Secretr.iy of the K*vy« 
Review of legal aspects vill bo accomplished by the Office of the 
Judge Advocate General. 

6. Since the use of volunteers Jn experimental or test 

situations integral part of the conduct of the Kl>i:*.i5 Program 
anl does not involve the ei*tabli:;hr.»:int of additional rr-tiipower billets, 
action on s\«eh requests , including coordination of r, empower and legal 
aspects, vill be through the KlftuK chain of cc^vvind . # 

Y. Trplcr-.f i l ot ion . Addros. c-en arc authorized to tuUe such action es 
in mu esrav^to Vsiure ccrp.Vi'ince with this Instruction throughout 
Hie IV-.val IM iivUch.cnt. 



JOHN W. WARNER 
Under Secretary of the Navy 

Distribution (See yi go 6 ) . * ; 
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8KDJ1 

A1 | (ln.iedlato Office of tne Secretory) 

A2A (/.an Officer) (CillKIO) (JAG) (OIA) (CJR) (OGC) (only) 

A3 (c;:o) 

/A A (c!.'i) 

A5 (liUl'ii’.S) (iff.KO) 

AC (CSffi) 

o'dc nv.ttj yjs/x-:A m sp. r.s-11) (only) 

C>|J (])Si;i» 8153 CY3 1'SKW ‘i'l.C.-i 0) 

B3B (HiflA'lCl O’- PICK OsK) 

>Aa (c&nsAT. ccj:; »i:L) 

Bac (pusva c f.i iMac on-yc::) 

Pi)]. (OG)vii:COAlV:.':< OP U : 5LW!f) 

m (iiaval wsyaioi* a; ;//.5) 

m (siicci v (pi:::..;)) Acrivj-,-:t 3 .> u.;oru cctsMAin) op dussd) 

pa / a. (SY; 3 f cc:;yi:i> ii&o^UAiiras) 

kca6 (hm> /.Ci , iv:i‘. •:• ";) 

iw»7 (ow.r.rr;”s po.vcn: ©•?;■.?::>) 

Hit/js (jM'h'jrsyiw/.i, ravi::s u:if) 

H®3« W-TU Cf^iTi) 

vrm'tM / * rr*r,»»n* »-<«»#»» •-»* r»~T •'i". 

A • ut 4>tA AilOXOAi*/ 

koAa iVi.jp. Atavmb) 

W20 (i'i’.;:io,:-n2, k^jjxvkgi ACiavxT/) 


COI’Y l’O: 

DK&E (6) 

CII RM> U. S. Airy (2) t 

DCS/WiD USAP (2) j 

HIKED Code 71 (50) } 



STOCKED: 

Supply and Fiscal p-mrtnant 
U. 8. Envoi Station (Code 51»i.32) 
Hnchineton, D. C. 20390 (100) 
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QT’-iT/'B rcr-s 


; msnm m • 

ooB 3>xf y> PAtmcrpAS# waraiArarMr ra a w mr.c», 


8»wAYxiwr $ra<fer 
20 April!*# * 


Mffi, 


», . 


1* X hereby volunteer to participate os a mfcject in an RUF&E procedure 
bains conducted, under Heacnt Ko. , Project Ko. 

Work Unit gitXo " * ZIZZIZ 

which ban been up peered by 1 ~ ~~ ~ ~ 7" j underctcnd 

* XopontorlTis ccc^nnij 

that the adequacy of safety noasuros Imo been certified by the Chiefs 
Bureau of Ketflclne and Gurgery, and that authority to uce human volun- 
teers hut been granted by the Secretary of the lavy. 


f 


2. 15ie nature and purpose of tho procedure© have been explained to rr^e 

a© folio;.*© : (See attached ©uraary.) 

3. In rating i*y decision to volunteer, I rjr» not relylhg upon w>y inforr.n- 
tioii or representation not sot forth in thin document,’ or attached cuft&uy. 
Hy concent Jo given nr. an exorcise of free will, without any force or 
du;*cea of any hind. J understand that try consent to participate doe* 

e'*r::tKv.tc a :v*V ;; -z f.v;.. * ;.y l.»l« iulun ? lj^uix>ty uy vne united 

Status atwibnwrtulc to the experiments. 


8ICKCD: 


WXTHOSSKD; 

tlJOT DlflBCTuY D.VOWKD III Sfcfflp) 


'('mfrrii) iyj'flj, rImx, ms, 

OR GRADE) 

.DATE OP 9DWH 

V/ • 


ATPKOVKD: 

• 

• 

•* 

— 


T® tahECKttj 


/ 

✓ 



# Copy to; 

Service yocord, J ack et ; or p e r sonnel file 


■A' 


jticliKmva ( 1 ) 


. 
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««t:600:7KL:dow 


27 Karch 1974 


cods 6 co reroftUJPVH yo. ?u ' 

• ‘ * . . * ; *• >! ** ^ 

Toi All 600 Codes ^ 

• • • . • . . . w • . v • ; 

Subjj Use of Human Volunteer. Subjects 4 ; . 

40 

1/ Code 600 KetAorandum Ko. 97 dated 9 Kerch 1970 la hereby canceled 
and superseded by this memorandum. .. 

2. Where human volunteer subjects are to bo used oa any office of Kaval 
Rooearch contract which fact can be determined by the budget information, the 
following languago shall be inserted in the contract or modification as a new 
Section* \ ' 

. section - uss ok hiesin voluhteer sd3jects • ~~ . t ^ 

1. Dofinl tion5 » (a) A human volunteer subject io a rale or fernale individual 
of a3uItTage7 Having full rental and legal capacity aqd is free of mental or 
physical disease which v:ould rake the proposed experiment r.ore hazardous than 
for a normal healthy person* A war prisoner ray not become a human volunteer 
subject* 


(b) Hazardous experiments or hazardous conditions or materials are those 
which present to the volunteer risks of privation, discomfort, distress, pain, 
physical or mental injury, or death and thos* are greater than the hazard's 
inherent in training or work within acceptable occupational perimeters* ’//. . • 


2. Whenever human volunteer subjects are used in hazardous ejyerinents under 
this contract, the Contractor shall be responsible that (i) proper preparations 
for experiment are made under the supervision of a qualified physician, 
fcrtowl ed?»nble in that field, and that (ii) adequate medical facilities and 
safety equipment are provided as to protect the volunteer against the 
possibility of injury, disability or death* / t * 

* y / 

1* Tne pnys ician-in -emerge shall have consultants, available on short notice, 
v;io arc. competent to advise cr assist :.itn unexpected complications * 

u* Tne experiment or test "shall be directed 0217 by scientifically qualified 
persons with a high degree of technical and professional competence in 
conducting such procedures# • ^ • y 

%. Tne Contractor shall be responsible that the adequacy of the medical safety 

4 acilities, the supervision cf the physician -in-charge . and of the consultants 

ro consistent vith the standards cf medical ethics aiT enunciated end practiced 

r.y the American Kedical Association* . 

* • . * • 

JL 
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/ 
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. 

«V‘ The Con tractor shall de tcrmine that the righto and welfare of the 
subjects Involved are adequately protected, that the ricks to an Individual 
are justified by the irportar.ee of the experiment, and that informed consent 
be obtained by retnodLs that are adequate and appropriate. 

. 7. The Contractor shall be responsible that the volunteer subject is fully 
informed that he is at liberty to revoke cr withhold his consent and to 

C withdraw, without prejudice to himself, from the experiment or test, or 'from 

a portion thereof. 

8. The Contractor ohall assume the responsibility that the legal capacity . 

. to contract of the volunteer is established and his written consent is obtained; 
also that the volunteer is free of mental or physical disease which would rake 
. the experiment rare hazardous than for a normal healthy person. . 



Acting Director, Procurement Services 


) 
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# V department or tkc air force .* -L 

Headquarters VS Air Force 
•Washington DC 2U&M 


:L. 


at rervlatk*: 


2d August Uui'j 


Research and Development 

USE OF VOLUNTEERS IN AEROSPACE RESEARCH > 


This refutation e$ tahlishes the polity and assigns the responsibility tor using volunteer test 
subjects In aerospace research , development, test and ^valuation (JIDT&IC), It applies to the 
use of humans in studies conducted in facilities where the subjects are Government employees 
and tv here there is a risk of health damage. 




1* Application of This Regulation. The pro- 
visions of thiaaegulation: 

a. Apply to RDT&E procedures in which 
human subjects arc used and in which there 
is inherent risk of distress, pain, damage to 

* health, physical or emotional injury, inva- 
sion of privacy, surrender of autonomy or 
death. Such tests usually are conducted to 
determine either the level of human toler- 
ance/pcrformar.cc for a condition that may 
bo imposed by Air Force operations or the 
adequacy of equipment designed for human 
use (see APR SO-li). This includes tests and 
experiments conducted within a Federal Gov- 
ernment installation or facility regardless of 
the composition of the investigating team 
(contractor personnel, military personnel, 
civil service r-rsonncl or a mixture thereof) 
or at contractor facilities when the human 
subjects are Government employees, either 
military or civilian— 

b. Do not apply to: 

(1) Investigations conducted under the 
provisions of, AFRs 169-0 and 109-8. 

(2) RDT&E that involves inherent oc- 
cupational hazards to health, or exposure to 
potentially hazardous situations such as 
those** encountered in training or other duties 
requiring orders for regular and frequent 
performance of hazardous duty; for ex- 
ample: flight training. jump training, pres- 

• sure chamber indoctrination, and handling 
.of explosives, etc. 

(3) The human engineering portions of 
a research* project when they, involve only 
hazards encountered in normal training or 
other normal military duties and when dis- 


closure of the research conditions wo$& 
defeat the purpose of the investigation by 
revealing the artificial nature of the experi- 
ment 

(4) Experiments using human subjects 
that arc judged to be nor hazardous on the 
basis of meeting all of the following criteria: 

(a) ‘They arc conducted in the usual 
ambient environment of the laboratory, of- 
fice, or in qioderate weather outdoor*. 

(b) They involve only :hcr application 
t6 the subject of stimuli to the communica- 
tion senses (sight, hearing, touch, and smell ) 
at energy levels and durations known to be 
weil within commonly experienced and 
tolerated ranges. 

(c) They do not involve the planned 
application of unusual or known to be harm- 
ful physical or chemical energy to the sub- 
ject, such as noise, vibration, barometric 
pressure alterations, deceleration or accelera- 
tion, immersion in water, chemical agents, or 
drugs, etc. 

(a) They do not involve unusual 
physical exertion or application of force by 
the subject. 

(c) The experimental environments 
have no ground safety hazards, such as elec- 
trical shook, sharp objects, slippery floors, cr 
obstacles not readily visible. 

(f) Have no combination of condi- 
tions which are expected to produce any of 
the~adver*e eifccts covered in paragraph la. 

2. Obtaining Voluntary Consent: 

a. The principal investigator must insure 
that the volunteer (or the person acting for 


) 
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him) has the legal capacity to consent. is uule 
to exercise true freedom of choice without 
overt or hidden persuasion, and U fully in* 
formed. The fact thrt :t ntv:nl»ct of the 
Armed Forces is less than 21 years of age 
does not impair his legal capacity for this 
purpose. 

b. Before a volunteer (or the person acting 
for him) is permitted to give his consent, the 
Investigator must give him an accurate ex- 

• planution of the research study that he can 
and docs understand. The explanation shall 
include at least : 

(1) The purpose, nature, and duration 

of the study. , . 

(2) The methods and means by which 
the study will be conducted. 

(3) Foreseeable inconveniences, haz- 
ards, and effects upon the volunteer s health 
that could result from his participation in 
the experiment. 

(4) An identification of any parts of 
the test program that neither the volunteer 
nor the individual conducting the test can 
stop immediately. 

c. The volunteer (or the person acting for 
him) must give his consent in writing as 
shown by attachment 1; when a person is 
acting for the volunteer, the wording will be 
appropriately modified, lie must sign the 
consent in the presence of at !enst one wit- 
ness who will then attest to the volunteer's 
signature by signing in the place provided. 
In addition, the investigator who advised of 
possible consequences must also sign the con- 
sent in the presence of the same witness. 

3. Use of Volunteers in RDT&H. The follow- 
ing criteria appiy to ail RDT&E efforts which 
Involve volunteers us subjects: 

a. All necessary preliminary tests with 
laboratory animals and human simulators 
must Khvc been conducted and evaluated be- 
fore a human subject is used. Hazardous re- 
search that uses volunteers will be performed 
Only to validate important data essential to 
a iimjcct, development, .system or Air Force 
mission. 

b. Research studios using volunteers will 
be conducted" to avoid all unnecessary phys- 
ical or mental discomfort. He fore the investi- 
gation or test Itcgiiis, a physician will con- 
duct, and record such examinations and eval- 
uations of the volunteer as his professional 
judgment dictates. Permanent records of 
these examinations will be maintained as 
part of the project record, as required in 


A Fit lul-i, and aiso in litc volunteer* vl) 
Form 722. " Health Record." 

V. A -;?•!! i»t**er i tv*»» Mu* 


investigator will be designated to be »e*pju- 
siblc for tie professional care and safety »>f 
the volunteer during the project. This ji»h>>;. 
cfan will t)l be involved in the research or 
test In any way other than to he the protector 
of the life >.nd health of the volunteer. This 
physician «:• the investigators may terminate 
the study ax any time. • 


d. The volunteer, at any time, has the 
right to r*vokc his consent and withdraw 
from the experiment without prejudice. The 
volunteer nust be fully informed of these 
facts and procedures. 


e. Befors being a subject of RDT&E, the 
consent of :ho volunteer, or his legal repre- 
sentative. r.ust be obtained and placed in the 
records of xhe project* (See attachment i.) 

f. If the volunteer has taken medication 
or received medical or dental treatment since 
last used r.» a subject, it is mandatory that 
he inform £;:$ principal invcstigatoi a nd the 
physician c? this fact before the conduct -of *, 
the next experiment..' . 

g. For er-ch RDT&E project, the Labora- 
tory or Tf/i Director and a physician must 
examine a protocol submitted by the project/ 
task scieaLsi to determine: 

- (1) Site necessity to use volunteers. 

(2) The safety precautions. 

(3) Tae protective measures. 

(4) Z2.e adequacy of medical surveil- 
lance. 

Both the laboratory or Test Director and a 
physician vr;*! sign a certification attesting to 
the above conditions. These documents wfjt 
become permanent records in the RDT&E 
protocol. - y 

/ ' 

4. CommsKd Responsibilities: 

a. Major command* will establish suitable 
procedures to insure compliance with the 
policies stated in this regulation. 

b. I-abmsitory commanders will approve 
ordisuppmvc all KDT&K protocol* involving 
the use of volunteer subjects and are rc> invi- 
sible for buying this decision upon appropri- 
ate medial review and advice. 


5. TubUcaEons Pertaining to Human Volun- 
teers. All jvinted paimrs or articles retorting 
research n -which volunteer subjects arc used 


2 
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will contain tne following footnote: “I ins used in thin research was obtained in ac* 

voluntary informed consent of the subjects cordar.ce with AFH 80-33. 

/ 


By Order or the Secretary -'f the Air Force 


!» 


Official 

JOHN F. RASH. Colonel, VSAF 
Director of Administration 


JOHN D. RYAN, General, USAF 
Chief of Staff 

1 Attachment 
Volunteer's Consent 


S 





480 


aTU * ■ . * • * August 


VOLUNTEERS CONSENT 

(Vie organizational letterhead) 


SUBJECT: Consent of Volunteer 


. . * . / 

1. I hereby volunteer to participate as a test subject in the following (in- 
sert "investigation" or "test" as appropriate) which has as its purpose 
(state the purpose in sufficient detail to assure that it will be clearly under- 
stood by 'both the medical review authority and the volunteer). (Insert 
rank, name, component, and corps) has discussed with me to my satisfac- 
tion the* reasons for this (insert "investigation" or "test" as appropriate) 
and its possible adverse and beneficial consequence. 


2. This consent is voluntary and has been given tinder circumstances in 
which I can exercise free power of choice. I have hben informed that I 
may at any time revoke my consent and withdraw from the experiment 
without prejudice and that the investigator or physician' may terminate 
the experiment at any time regardless of my wishes. 


$. I understand that before my use as a test subject. I mdst inform the 
principal investigator and project physician of any change to my medical 
status. This information will include any medications I have taken and 
any medical or cental care/trcatmcnt received since my last use as a test 
subject. 


(Signature of Volunteer) 

« • 

• ' : ■/' 

(Signature of Odiccr who Advised of FossIBJc Consequences) 


(Signature of Witness) 


i • 

Attachment 1 



# «. *. toniMMiKt mww« orrtcci •**» 
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PERSONAL HISTORY STATEMENT 


Alex NitMfl, Esq. 

853 Loxford Terr.ce, Silver Spring, Haryland 20901 593-1^99 

WHERE ADMITTED TO PRACTICE: * District of Columbia and Nov York 

EMPLOYMENT HISTORY 


PRESENT EMPLOYMENT : Legistative-Ugsl Liaison Officer and Regulations Officer, 

NCHSR, HRA (1971 - 1975), 


LEGAL (6 RELATED) EMPLOYMENT 


Previous 

Employers Period 

Office of the Surgeon A/53 to 
General, Department 10/70 

of the Army 


Position Held Grade 

Deputy Judge Advocate, A Member, Army GS-1A 
Board for Correction of Military (promoted 

Records (& Injustices), formerly Asst. 5 times) 


General Counsel, formerly Asst. Chief, 
Legal Office, formerly Asst, to Chief, 
Legal Office, formerly Attorney-Adv(Gcn) 


Office of Price 
Stabilisation 


5/51 to Attorney-Advisor 
3/53 


CS-ll 
(promoted 
2 times) 


Private Practitioner 11/50 to Lav Clerk 
3/51 


NA 


LEGAL 6 OTHER EDUCATION BACKGROUND 


Harvard law School 

Columbia University 

College of the City of New York 


9/47 to 6/50 

J.D. (LAW) 

9/46 to 6/47 

M.A, (ECONOMICS) 

9/40 to 6/44 

B.S. (Statistics) 


Mlsc. courses: Govt contracts, Labor Relate (Georgetown Lav); Procurement Lav (JAG 

School, U.of Va.) Income Tax (IRS); speed reading. Pentagon; Electronics (in Navy at 
NRL) , Congressional Relations (3), Civ, Svc. Coram. ) , Air Pollution Control (D/Army) , 
Public Lav and Public Policy (Littauer School of Public Administration, Harvard 
Graduate School), Seminar for Attorneys on Freedom of Information ft Privacy Acts. 


HIGHLIGHTED ACTIVITIES 

kbllfc.ln.CQYginmcnt Service (at QISG): 

-1st Chairman, Federal Bar Association Committee on Lav & Poverty (1965-1967) 

-Member, Army Board for Correction of Military Records (1966 to 1970) 

-Commended by National Council, Federal Bar Assn, for initiating FBA Lav 6 Poverty Program 
-Vice President, Federal Bar Assn. Committee on Food and Drugs (1964-1965) , 

-Legal Counsel, Inter-Dept. OCHAMPUS LIAISON CROUP 

-Ranked No. I, Procurement Law Course, Advanced Class, JAG School at U, of Va. 

-Member, Army Procurement Legal Problems Comm. , representing TSG at Dept, level 
-Lecturer at Walter Reed Army Medical Center, (Social & Preventive Psychiatry Course, 
Registrar Course, Information Officer Course, Nurse Officer Course) 

-Formulated or assisted in formulation of TSG, Army 6 DOD legislative positions 
across whole gamut of health legislation 

- Formulated TSG position on Army implementation of P.L. 85-934 (authorising Federal 
agencies to make grants to nonprofit institutions for basic research), on unsolicited 



invtntivc proposals received by AMEDD, and on proposed changes In Amy and DOD 
procurement regulations 

-Originator of revised medical research contract procedures 

-Reviewed litigation reports in re malpractice suits brought against AMEDD personnel 
-As AMEDD Labor Compl lance Officer, monitored compliance by AMEDD contractors with 
the President's EEO Program under Covt contracts 

-Was TSC'a expert on mlsc* subjects, e.g., personal legal assistance for military 
personnel, income tax, immigration, labor problems under govt contracts, patents. 
Rights in Data, procedures for processing legislative matters, and legal aspects of 
medical standards for procurement and retention of military personnel 
-Sole civ* attorney on govt teams negotiating original **Medlcare'* contracts (CHAMPUS) 
-Awarded plaque as "Distinguished Deputy Judge Advocate" by International & Civil 
Affairs Health Society (at 1968 American Public Health Association convention) 
-Commented on legal and policy implications of proposed Army regulations affecting 
AMEDD or health of the Army 

-Speaker, Federal Bar Association, Annual Convention, San Francisco, 1967 
-Appointed Legal Consultant to OTSC Management Team (to review CHAMPUS program) 
-Member, Legislative Panel, Inter-Department Study Group for a Unlf* Services Med. 
Academy (chaired by Dr. "Pete" Rousselot, then Asst. Sec. of Defense (Health & Envlr)) 
-Conceptual leer 6 Member (Non-voting) , Army Investigational Drug Review Board, and 
drafter of regulations and other papers relating thereto) 

While in Government Service (at PHEW) : 

-Member, Health Resources Administration (HRA) Legislative Options Task Force 
-Member, HRA Task Force on Implementation of the Privacy Act 
-Member, PHS Task Force on Malpractice 

-Help formulate, then draft Bureau's legislative strategy, positions, and legislative 
specifications 

-Determine which Bureau legal issues should be referred through Bureau Director to 
Ccneral Counsel, and prepare necessary mater 1*1* 

Pre-Government Service : 

’-Selected as member of Professor Freund's Constitutional Litigation seminar 
-Law seminar paper: Coal Strikes: A Problem Area 

-Master's Thesis: "The LMRA and the NLRA" 

-Dean's List (college) 

-Awarded New York State War Service Scholarship 

-Ranked No. 8 in statewide exam for New York State civil service attorneys 
Community Service Activities : 

-Chairman, Montgomery County Public Schools Citizens Advisory Council (Area 6) 

-Member, Montgomery County Public Schools Citizens Advisory Council on Career 
Education 

-Member, Montgomery County Public Schools Area 4 Committee for the Gifted ' 

-Chairman, Subcommittee on Health & Welfare, Urban Affairs Committee, Jewish 
Community Council of Greater Washington 

REFERENCES : (Additional References Available on Request) 

-Paul Freund, Loeb University Professor, Harvard Law School, Caabridge, Maas. 
(617-495-3100) 

-Vernon McKenzie, Deputy Asst. Secretary' of Defense (Health 6 Envlr) (OX-75186) 

-LG. Dick Taylor, M.D., The Surgeon General of the Army (OX 71295) 

-Leon Saten8tcin, Esq., Ex-Director, Office of Financial Management, Peace Corps, 
now Asst. Commr. for Welfare, State of Mass. (617-324-5567 or 617-727-6190) 

-Robert van Hoek, M.D., Act* Administrator, HSA, Public Health Service (443-2216) 

-MG George Hayes, Ex-Director, .Professional Service, Office of the Surgeon General 
and Ex-Principal Deputy to Asst. Secretary of Defense (Health & Envlr) (751-4727). 



ALEXANDER N A! M ON 

ATTONNCV AT CAW 


853 Loxford Terrace 
Silver Spring, Maryland 


October 20, 1975 


The Honorable Edward Kennedy 
Chairman* Sub-Committee on Health 
Committee on Labor & Public Welfare 
U.S. Senate 
Washington, D.C. 

Dear Senator Kennedy: 

I trust my submission of this statement for Inclusion In the Record 
of your Sub-Committee's September 10, 1975, hearing concerning the 
DHEW-DOD Memorandums of Understanding will not be considered 
presumptuous, and will be considered a useful supplement to the fine 
statements heard “that day of Surgeon General of the Army, Richard 
Taylor and Or. Alexander Schmidt, Commissioner of FOA. As the 
classic Japanese film, RASHOMON, made clear, events In retrospect 
look quite different when viewed from the different perspectives 
of the several participants, and so it Is with the clinical use 
of Investigational drugs by the military In the early 1960's. 

This limitation on any one individual's perceptions should be kept 
In mind throughout this statement. 

I speak from the vantage point principally of conceptual Izer (and 
so to an extent defender and explainer) of the arrangement worked 
out between 000 and DHEW in the period between late 1962 and 1964 
for the clinical use of investigational drugs by the military 
Departments. I believe It to be Inevitable that In this Sub- 
committee hearing concerning matters most of which occurred more 
than 10 years ago, certain perspectives will be lost, and It is my 
purpose to draw attention to some of those perspectives to which I 
am most sensitive. 

First and foremost Is the work of the Army Investigational Drug 
Review Board (AIDRB) Itself under the February 1964 Memorandum of 
Understanding. To the best of my knowledge, none of the Sub- 
committee's causes celebre and other cases Involving either alleged 
mismanagement of or adverse results In the use of Investigational 
drugs on the part of the Government Involved the AIDRB at all. The 
cases of those whose use of investigational drugs was later shown to 
have been mismanaged all appear to be cases which either antedated 
the creation of the AIORB, or which were never referred to the AIORR 
for Its review and approval. (Discussion here Is limited to the 
AIORB, because It Is DOD's roost significant investigational drug 
review board, and because It Is the one with which I was associated, 
but It Is assumed that the others had similar experiences). 

/* 
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Next, the Impression appears widespread that FDA was first required 
by the Kefauver-Harrls Drug Amendments Act of 1962 to control the 
use of Investigational drugs, and has failed to do so. In fact, 
as far back as 1938, the Food, Drug, and Cosmetic Act authorized 
FOA to regulate new drugs, but FDA chose not to regulate new drugs 
In their Investigative stage, but only after they had been approved 
as new drugs. With the occurrence and coming to the attention of 
the public of the thalldamlde cases In 1962, however, FDA finally 
decided that controls were Indicated at an earlier stage In a new 
drug's development. Inasmuch as thalldamlde was never approved for 
marketing In the U.S. (thanks to Dr. Frances Kelsey), wreaking all 
Its damage In the United States In Its Investigational drug stage. 

So It Is significant to note that FOA left Investigational drugs 
unregulated from igi8-62, and first proposed regulattnq them In 
August 1962, citing authority contained In the 1938 Act as authority 
fpr such regulation. This Is Important to note because when FOA 
finally did promulgate regulations to control use of Investigational 
drugs, It exempted from the regulation's coverage Investigational 
drugs being studied by certain Investigators whom FDA considered 
very expert and responsible In handling such Investigational drugs. 

In essence, as will be described Infra, my policy conception of 
the proper DOD-DHEW relationship, an Implied part of the 1st 
OOD-DKEW Memo of Understanding, was that FDA should treat the three 
Surgeons General of the military departments as responsible officials 
who could be trusted to assure that only responsible Investigators 
would be In charge of research projects Involving the clinical use 
of Investigational drugs being paid for by the three military 
medical services, whether through extramural or Intramural arrange- 
ments for such study. That this was a sound approach was brought 
home to me and placed with1n _ a philosophical, ethical, and legal 
frame of reference by the eminent lawyer, and Incidentally one of 
the high officials who approved the 1964 Memo of Understanding 
(from a legal standpoint), Alanson Wilcox, General Counsel, DHEW. 

Hr. Wilcox, In a carefully worded and thoughtful speech. Indicated 
that the thrust of DHEW's regulations controlling the clinical use 
of Investigational drugs was not designed to limit In any significant 
way. If at all, the way responsible companies, sensitive to their 
scientific Integrity and moral and ethical responsibilities, con- 
ducted their Investigational drug clinical studies. He asserted 
that the new regulations covering investigational drugs were only 
designed to get at "the bad apples In the barrel", to Identify 
then, and ferret them out; he stated further that the vast bulk of 
commercial pharmaceutical firms already used appropriate ethical 
and scientific practices, and that the regulations were not designed 
to limit such operations. It therefore was noi great jump In 
reasoning to go from that view by DHEW's General Counsel to the one 
further step of considering D00 studies, when carefully monitored, 
to have a similar trustworthy base, using the premise that 000 Is 
also a government agency, equally dedicated as FOA to the public 
Interest even if viewed from a different perspective, and certainly 
one as worthy as the better drug companies of being trusted by FOA. 

In fact, this 1962-4 rationale to some extent presages certain - 
current legislative proposals, such as contained In the Nelson bill. 



$.1321, 94th Contress, In that they place responsibility for testing 
the safety and efficacy of Investigational drugs (as distinct from 
discovering or Inventing then) In the hands of a government agency 
rather than the drug concern which will market the drug when approved 
by FDA as "safe and effective." The fact that the Kefauver-Harrls 
Drug Amendments Act of 1962 was subsequently enacted, while consistent 
with the desires of FOA and The Surgeon General of the Amy to 
tighten up on the clinical use of Investigational drugs; should 
therefore be seen as a condition subsequent to the conception of 
•the Memoranda of Understanding, rather than the basis for It, 
contrary to some views expressed at the September 10 hearing. This 
distinction brings out the authority of FOA to use "selective 
exemptions" or Inter-Departmental Memos of Understanding as a 
method of administering a regulatory statute, especially where 
enforcement resources are limited. 

Next, while non-classlfled research programs Involving the clinical 
use of investigational drugs were only listed as the 2nd of 3 types 
of drug Investigations covered by the DOD-DHEW Memo of Understanding 
(February 18, 1964), and classified clinical Investigations of drugs 
were listed as the 1st such type, the fact Is that the milieu out 
of which the agreement arose show almost conclusively that It was 
the unclassified drug studies rather than the classified drug 
studies which lay at the heart of the Surgeon General of the Army's 
Interest In the agreement. The classified drug studies referred to 
In Item 1 of the February 18 Memoj 2 tt_ Understanding were In fact an 
afterthought, only a minute part of the Army Surgeon General's 
frame of reference. It follows that any additional weight given 
the classified studies In the Memo of Understanding must have been 
Initiated somewhere within DOD between The Surgeon General and 
Deputy Secretary of Defense Vance. This assessment of the situation 
Is based on the fact that the February 1964 Memo of Understanding 
was a culminating document, based on draft regulations previously 
prepared In The Surgeon General's Office In 1963 and correspondence 
within and between the two Departments antedating the Memo of Under- 
standing, rather than an originating Document, whose policies would 
have started with such document (See enclosed proposed draft Army 
Regulation, dated 13 February 1963, and draft D00 letter to 
Secretary Celebrezze, circa May 1963). In these enclosed background 
papers. It Is clear that classified drug studies were almost out of 
mind, since, to the best of my knowledge, the Office of the Surgeon 
General was Involved In very few. If any, classified drug studies 
at the time. Such classified drug studies were generally conducted 
by Class I activities, e.g. Edgewood Chemical Center, an Army base 
not under Surgeon General command. Although medical officers were 
assigned to monitor the medical aspects of any such studies In- 
volving the use of human subjects, these medical officers were 
staff officials assigned to the Class I commander, and not to The 
Surgeon General on matters of administration. It Is not very 
surprising therefore that the Class I commanders, jealous of their 
prerogatives, as are most comnanders similarly situated, qftose not 
to consult The Surgeon General on such studies, even after promulgation 
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and distribution throughout the Army of AR 40-7 in 1964, implementing 
the DHCW-DOO Memo of Understanding of February 1964. In essence, 
the proposal of The Surgeon General in December 1962, ultimately 
approved in the Memo of Understanding in substance, was largely 
intended to qive the Surgeon General an overall cognizance and 
control within the Army staff over clinical drug investigations, 
mostly if not entirely unclassified taking place under Army medical 
research contracts and in Army hospitals under Surgeon General 
cognizance, and at other places where the Army activity under 
AR *o-7 required to apply for Surgeon General approval, and to 
add both a level of scientific review, l.e. the AI0RR, in addition 
to the then existing review by Army medical officers who were Project 
Officers of medical research projects under Army Medical Service 
contracts with universities, hospitals, etc., and a further level 
of approval, l.e. personal administrative approval by The Surgeon 
General. Particularly these additional review requirements were 
Intended to demonstrate to FDA that such studies could be monitored 
carefully and scientifically by Army medical experts as good or 
better than FDA could apply to this situation in 1962-4. At this 
time, FOA had only 2 pharmacologists on its staff, to the best of 
my recollection, and was having difficulty recruiting more. In 
addition it should be noted that It was acknowledged fairly widely 
that the Army anti-malarial drug studies dating back to V’orld War II 
had been widely acclaimed not only for the high scientific level 
maintained, but for the huge successes it had achieved in discovering 
primaquine and chloraquine, all apparently with due regard for the 
rights of prisoner subjects equal or greater than available under 
other auspices. These studies had been conducted by the University 
of Chicago, among others, under an Army contract, under which there 
had always existed harmonious relationships between the University's 
Principal Investigator and the Army's Project Officers, including 
a useful cross-fertilization of ideas. Were FDA to suddenly demand, 
and The Surgeon General to acquiesce in such demand that all decisions 
of a scientific nature regarding such anti-malarial drug study were 
to be made by FDA, even aside from the question of whether FDA could 
have staffed such an operation as well as the Army, it was our 
perception that Army medical officers whose career specialty was 
medical research on military medical problems would be loathe to 
devote their careers to being Project Officers for several years on 
projects where they could frequently be second-guessed by FDA 
staffers, some of whom at least at that time would be far less 
qualified to make such judgments. One such Army medical officer- 
project Officer was Dr. Herbert L. Ley, later to become Commissioner 
of FDA. From the University's viewpoint, its Principal Investigator, 
who had developed cordial relationships and a modus operandi with the 
Surgeon General's Office, would have to learn to deal with a 
different federal agency, which would have the last word from a 
scientific viewpoint, so that the result could easily be that the 
flow of communications between the Principal Investigator and the 
Amy's Project Officer miqht have tended to dry up, with consequential 
damage to the Army medical research program. Another cost of the 
shift In these relationships under the Memo of Understanding from a 
professional responsibility essentially shared between the Surgeon 
General and FOA to one of sole responsibility by FDA, would be to 
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place Investigational drugs in their precommercial stage, even when 
being investigated under an Army contract as having a possible 
military interest, on a time-table like that of other drugs covered 
by IND*s sponsored by drug companies, even though. there would be a 
national interest in their being treated differently. Thus, FDA 
quite properly is extremely careful and cautious before approving 
a new drug for sale in interstate commerce, in light of tne great 
potential damage to the public which could occur if the decision 
to approve such drug should be incorrect, particularly in view of 
the difficulty in getting a drug once approved off the market. In 
the same vein, when considering whether to approve a new drug for 
movement in interstate commerce as safe and efficacious, FDA before 
approval might take into account the fact that the country has 
managed to get along without such drug until now. The Army, on the 
other hand, cannot always wait a long time before acting, from the 
standpoint of efficiency anyway, and the Army has the additional 
flexibility that if it tries a drug out, with less than satisfactory 
results, or even if satisfactory, but a better drug shows up, it can 
stop using the first drug immediately, and start using the second 
drug. The 1st factor is illustrated by the case of Dapsone as an 
anti-malarial in Vietnam in 1966. Gen. Westmoreland, facing a 
fearsome malaria problem at that time, telegraphed The Surgeon 
General to make available to him the best antimalarial then avail- 
able for use of all troops in Southeast Asia. Clearly, this type 
situation calls for a different type decision than FDA typically 
makes v/hen approving a new drug. It is no secret that the two 
Departments agreed within a period of two months to make Dapsone 
available to troops at risk (rather than all troops); Dapsone was 
an investigational drug when used as an antimalarial, but had 
previously been approved as a new drug at a higher dosage level 
for use in treating leprosy. This arrangement served the country 
well at the time, in my opinion, and paragraph 2. of the 1974 DHEW- 
DOD Memo of Understanding appears to concur in this opinion Inasmuch 
as It specifically contemplates similar future arrangements. 

A word should be said about the policy underlying the original 1964 
Memo of Understanding In light of some of the surprise registered 
by some of the communications media, and possibly others, that FDA 
was not itself assuring compliance by the military departments with 
FDA regulations. In the area of proposed legislation to be adminis- 
tered by one federal agency affecting a 2nd federal agency, a number 
of different health legislative programs had been considered by the 
Office of the Surgeon General, the three military Departments as a 
whole, and DOD as a whole. In general. It appeared that In those 
situations where a health program was proposed by another federal 
Department to which there was no DOD objection. Inasmuch as the 
Army Medical Service was a complete health service Inclusive of 
professional health personnel of all types, the Interests of both 
federal agencies could best be accomodated by thejljr^^ 
agency prescribing standards for implementing the new health leg is 
latlon, andfor The Surgeon General to rnonl tor the Army’s compliance 
wjtjT such prescribed standards . THTshad the added advantage of 



keeping Army Hedical Service personnel up-to-date with the latest In 
law and regulations* and In charge of their own Departments 
compliance with such laws and regulations Integrated Into the Army 
Medical Service health programs, and would not burden the primary 
federal agency with enforcement responsibilities In an area where 
Army Medical Service personnel had more Insight Into the extent of 
need for personnel to monitor adherence, and how to accomplish same. 

This was the position proposed and accepted, for example, In commenting 
on bills In the fields of humane treatment of laboratory animals, 
as well as In all aspects of environmental pollution control, both 
air and water. Placing the first agency In a position to oversee 
the operations of the 2nd federal agency, as by Inspecting It, 
could lead to awkward situations In which one agency has the appear- 
ance of preeminence over the second federal agency, and could be 
Interpreted by the Inspected agency as an encroachment on Its mission, 
with bad feelings engendered as a result. It therefore appears to 
have been entirely justified, notwithstanding the criticisms voiced, 
to have left the monitoring of the Army's compliance with FDA 
regulations Initially with the Army Surgeon General, and only 
ultimately with FDA, rather than directly with FDA. 

A word should also be said about the application of the word "sponsor” 
to the Army In Its drug studies, both extramural and intramural. This 
Is no mere question of semantics but a very basic policy issue, at 
least a of the time of the February 1964 Memo of Understanding. The 
Surgeon General of the Army In relation to such Investigational drugs 
was In a substantially different position than a drug company "sponsor" 
of an Investigational drug. In the latter case, all parties involved 
on behalf of the drug company in Its application, who sign the IND, 
bear some responsibility for the proposed use If they are all employed 
by the one sponsoring company, and their communications are within 
the company rather than being at arm's length. In the case of the 
Army's oversight of Its medical research program, e.g.. Its malaria 
research program, whereas all the members of the University of Chicago's 
staff assigned to the malaria research project bear a similar rela- 
tionship one to the other as In the case of a pharmaceutical firm 
sponsoring Its Investigational drug, such Is not the case with the 
relationship between the University's Principal Investigator and the 
Army Project Officer, where the relationship Is spelledout by 
written contract, and by regulation must be an arm's length relation- 
ship. In substance, the role of the Army Surgeon General In such 
malaria studies Is much more assimilable to that of FDA's role vis- 
a-vis a drug company than is It assimilable to that of the University 
of Chicago, the "sponsor." In addition, whereas a drug company 
"sponsor" Is principally Interested in the marketing of a new drug 
In conmerce after FDA approval for such use, The Surgeon General of 
the Army's Interest Is primarily In use of an Investigational drug 
determined to be safe and effective in the immediate stage following 
the investigational phase and often preceding the commercial marketing 
phase of the drug in question, since The Surgeon General has no 
financial Interest in the drug's commercial exploitation, unlike the 
usual sponsor. 



To an extent, one Sub-Conmi ttee member appears to have been correct 
In his statement at the hearing that FDA appears In 1964 to have 
delegated Its responsibility for assuring compliance by the Army 
Medical Service with appropriate Investigational drug regulations, 
thus resulting In a sharing of such responsibility (since the 
delegator always retains overall responsibility, and can In his 
discretion at any time revoke the delegation), but does not appear 
to have been correct in my opinion in the conclusion he appears to 
have drawn from such fact, l.e., that “the Army Medical people are 
the very people FDA was supposed to regulate;” It appears to me that 
the people FDA should regulate are the principal investigator 
proposing to clinically study an investigational drug, and the 
Institution with which the Responsible Investigator is affiliated. 

In the case of an investigational drug study falling within the 
Army's medical research program, such as described above, the 
people to be regulated should be the Principal Investigator and 
Administrative Director of the University-Contractor in the case 
of a contract study, and the medical Officer-Principal Investigator 
for the study and hospital cofimander or facility commander or area 
commander in the case of a study undertaken by the Army as Intra- 
mural research; In either case, the Project Officer overseeing the 
technical aspects of the Investigational drug study for the Army 
Medical Research and Development Command and for The Surgeon 
General, the AIDRB, and all other officers and Boards reviewing 
the applications at The Surgeon General (or Medical RAD Command) 
level are clearly acting more as FDA's agent rather than as the 
Principal Investigator's agent, and so are not "the people FDA 
Is supposed to regulate” (except to the limited extent spelled 
out In the Memo of Understanding). 

Worthy of separate mention was the one single sentence comment at 
the hearing by Senator Mathias, i.e., "Which way works the Best?" 
(for Investigational drugs being studied clinically under Army 
Medical Department auspices). Using Sen. Mathias' criterion, as 
noted above, the AIDRB would have to be given high marks and 
characterized as virtually an unqualified success in light of the 
known facts, e.g. none of the "tragicases" brought to public or 
the Sub-Committee's attention involving the clinical use of 
Investigational drugs had been reviewed and approved by the AIDRB. 
Using the same Mathias criterion, it would appear that Investiga- 
tional drug clinical projects undertaken at Army facilities which 
did not meet Army Regulation 40-7's requirement that all such 
projects be submitted to The Surgeon General for review and approval 
by the AIDRB and The Surgeon General do not warrant similar com- 
mendations, and raise the question whether practical and efficacious 
means shouldn't be found for persuading facility commanders such as 
at Edgewood to comply with AR 40-7 and possibly other applicable 
regulations as well, e.g., AR 70-25, by submitting protocols of 
such proposed studies to The Surgeon General, Attention: AIDRB for 
critical review; Such submission to The Surgeon General has been 
required by AR 40-7 ever since It was first promulgated In 1964. 
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The 1974 Memo of Understanding may be a step In the right direction 
on this Issue Insofar* as classified drugs are concerned by conditioning 
the exemption of such classified drug studies from the new drug 
regulations of FOA to those where prior approval of the Review 
Boards and The Surgeon General had been obtained. 

Worthy also of at least some clarification Is the somewhat adverse 
comment that over the course of more than 10 years under the 000- 
DHEW Memo of Understanding , available records only Indicate four 
meetings of the two agencies for purposes of studying the classified 
tests. After first reiterating what Is mentioned above, that the 
real purpose of the Memo of Understanding of February 1964 was to 
get agreement on how to handle reviews of unclassified studies. It 
Is also Important to mention. In order to gain a fuller perspective, 
that Army Regulation 40-7, which was the Army's Implementation of 
the Memo of Understanding, In paragraph 8, captioned "Information to 
be Furnished FOA", provided for very comprehensive transmittal of 
Information pertaining to Investigational drug studies by The 
Surgeon General to FOA (Enclosure). In essence, and to all Intents 
and purposes, the substance of every unclassified Army Investigational 
drug case file approved by the AIDRB and The Surgeon General would 
be forwarded to FOA for Its information, and FOA'Tusual IND form 
for claiming exemption, FO Form 1571, would be transmitted to FOA 
in the case of investigational drug classified studies after Surgeon 
General approval of such studies. In sum, what to some has appeared 
to be a rather small number of meetings between FDA and 000 repre- 
sentatives may be largely attributed to the relative success of the 
AIORB, and the rather full disclosure- to-FOA provision contained in 
paragraph 8, AR 40-7. 

Next, there have been Informal suggestion^ nons authoritative, that 
the 000-DHEW Memorandums of Understanding may be legally Insufficient, 
and that therefore consideration should be given to cancelling them. 

In weighing this suggestion. It should be borne in mind that the 
February 1964 Memo of Understanding was specifically concurred In 
by DHEW General Counsel Alanson Wilcox (and quite possibly by his 
opposite number In 000), and was executed by two very distinguished 
lawyers in their own right on behalf of their respective Departments, 
Secretary Celebrezze himself for OHEW, now a federal Circuit Court 
Judge, and Cyrus Vance, Deputy Secretary of Defense on behalf of 
000, formerly General Counsel, 000, and now a senior partner In a 
large Wall Street firm. In addition, the Army Surgeon General 
proposal, on which the original 1964 Memo of Understanding was based, 
was concurred In by the Judge Advocate General of the Army. Also 
to be noted Is the judicious August 21, 1975 opinion of Mr. Richard 
Merrill, Asst. General Counsel, DHEW (Food & Drugs), in which he 
noted that the Dept, of Justice would probably attempt to restrain 
any FOA assertion of regulatory authorfty likely to disrupt the 
activities of a sister agency, e.g., 000, and did not find it 
necessary to reach the question of whether authority existed on the 
part of the two Departments to enter the Memos of Understanding. 
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It has also been suggested that the primary reason for granting an 
exemption from INO requirements to DOD was so that FOA would not have 
to handle classified security matters; while this may have been true 
of the 1974 Memo of. Understanding, it was not the case, as noted above, 
for the 1964 Memo of Understanding, in which classified drug studies 
were little more than an afterthought. The further suggestion has been 
made that the "exemption" granted DOD for classified studies was based 
on a desire to be courteous to DOD, rather than a legal inability to 
handle classified materials. While it is clearly correct that there 
is no legal disability which would preclude FOA from handling class- 
ified materials, it appears equally clear that what motivated the 
1964 Memo of Understanding, at least in this connection, was not a 
desire to be courteous to DOD as regards classified studies, but 
rather the "Mathias' 1 criterion, i.e., which way would work best. 

Although there is much to be said in favor of Congress clarifying 
respective responsibilities of FDA to regulate, on the one hand, and 
of other Federal agencies to develop, test, and use investigational 
drugs on the other, there appears to be at least as much to be said 
for the approach implicitly taken by Dr. Schmidt on the last page of 
his September 10th prepared statement, i.e., that neither FDA nor DOD 
pressed its legal position to its ultimate rationale, but rather 
arrived at mutual practical understandings as to how best to deal with 
Issues of mutual concern, both being fully aware that the boundary 
line between their respective jurisdictional areas as regards investi- 
gational drugs was not firmly fixed. Perhaps an ideal integration of 
these two approaches would be achieved if Congress limits its "clar- 
ification" to what is mutually agreeable to both Departments. 


Cordially, ^ * 

Alex Naimon, J.D. 

(former Deputy Judge Advocate, 
Office of The Surgeon General, DA) 
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v&U bo «a4iiii4 

0« All toc o s tolovax* tofcmtica abcut peat wa or par tin** +* 
nfMWMM thamo cvallablo to both tto iexsticater csi tbs Ana cappltwr# laalnljUg 
all pn olUteoX data (stato of tb Art}# td ell otto latacattaa joatHfrlgg tts V 
lUa l al U nitl^ tioo (sofot? «sd sstleaoio cf tta pxcposod nt^>« •- 
IX FUa Ats4 Couduot of Xvaposad dlaital toAgirffittin 

A« Spodft* purpooo m 4 adLUtaty mod Aar ov ttfftftuty oC pv*<teoid 
y| ijBPOAtl|}OtlO(l 

Mm Apprcaimto surtax of subjects# Hair ago# mi« taudlclait 

Ad o tbr pwrtlowi iifamUAi nlovad to tba cccrfitloas of 1 2u InteaUa&ctat 

* * ' 

0* ftabar of sob joe to to bo csplopod eo casttols <i£ 007) sod 
AoaA tol o p otioi ao. is M Abort foy oofib t cum b 

Xb As sutUso si tbs ptoses c£ tbs tawtiQStioo alatoty plsuntd 
ilthot in dotsl! a ^ sutoroAAA to detail* alrcc4? ca file 1 a Anqr tuaard*. XkU 
ootliso wo tmloAs rooossoblo sltomscoo sod ^ 74 cfroold Is itt(plunMUd 

or omsdsd shoo sxy ifanfflwnt ofeosgo Is dtroetica ex scope off tU imotti&tciou id . 


b» tbs Alsss sill vovtaf sad evaluate dll prepoeals mcslvoi# ostax lots 
% sop isdicotod ooxvsfpeodAnoo viti tho iavMtlcatcr# csd^to tbo nte d cist do prt^ 
petal is rtjitud is whole or 1 a pm / lriU tress e d t sens to tbs lavottl&atdx* So 7 - 
. , Um axtost that tbs AW5J tgpw ttt A proposal* .It viXl teaegati ltd gosutgaatAtlos 

KXAi*Ju*fl*KS/U*VtA- 4 j( 

i to dto tUl thstt coofita or iiMffla la vholo or la port tbs tod v » approval 
** . * , 
off tb# proposal la ywotlcn« * l + . . v . .. . < 

,J ‘ * • . V , • • f • 

-a# Basso fox SlAAppmiAo Propooolo to tetUcotioaai Iru# ^Studies. 

’ UUsr tb# Auaa ex tsa cap withhold Approval to clad/ a terflatlsofcieoei druo r 
ollaloolly it it Is docognioodi l 'S i\ ' 



(1) That there It substantial evidence to show tha drug to bo too 

dangerous for u»« for the purposes and In the manner for which It Uproposod for 
investigational use* • ; ; 

' «* .4 

(2) That tho Manufacturing methods aro Inadequate to Maintain approp* ^ 

. ■ * ) 

* • 

riato standards of quality naadad to aaauro aafoty and givn significance to tha 
clinical lnvaatlgatlon of tba drug* 

(3) That tha overall plan for clinical lnveatigatlon doaa not appear 

reaeoaable or othervlee worthy of support* 

4* Composition of Board (AIDRB). Tha Board ahall ba composed of tho Special • 

'Assistant to Tha Surgeon General for Raaearch and Development, or hla personally 

•elected doalgnee aa Chairman, and at least four other professionally qualified 

individuals designated by The Surgeon General, all of whoa shall servo at The 

Surgeon General's pleasure f and one of whom shall be designated as tha Recorder* 

5* Record-keeping requirements* a* fy Investigator, ' Each investigator "4~ 

subject to this regulation will maintain a record of clinical Investigation^ separate 

This record of clinical investigation 

from the patient's clinical record* /yill Include, minimally, a list or patients * 
receiving the Investigational drug; the name, lot number, da to. and quantity of 
Invaatigatlonal drug prescribed; case histories^ the details of cllnlcel observations, 
tests and laboratory procedures carried out on each subject bofore, during, and after 
administration of the drug in question^ along with a description of or cop iza of forms 
used to record such data* 

b* By Custodian* A couplets record of each investigational drug will be 

maintained by an official designated by the Commanding Officer, normally the pharmacy 

officer, if the loves tigs tlonel drug is being used in an Army facility, and by the 

investigator himsslf, or a responsible Individual, designated by him for tho purpose, 

* Thia record will * 

where the drug is being used under a BA contract or grant* ‘^include tha following 
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(l) Ham ot Drag 

(V UasutMtmw, er other ceurcft 
O) teat «nl teu itatlvol 
(A) c^inttn dattt It «v 
(5> Lot or control miwhor 


.#■ » •• 
V* \ ‘. 


;yr- ; 


<d) Pica ot authority to vn 

(7) M a p— of individual* authorised to preterit* cU drug 

<0) fee* of praacrlbing pbyalclaa or doatiot 

0) Da to on vtiich uea of the dru^ to toroiaolod# if appUkobla 

(10) Data oa vhlcb ute of tha drug Is approved for general ua* ad 

■ • aafa aod off Icacleuo dric« If during carta of icvoatlgttloa 
'iUti*ztuYo 'P*AjL*JL* 4-ty 

o»yy All rocorda required tblo paragraph vlll to kept far* 

* \J &UA4J o£fc-> e477utAfat^u& ZXjCs CtAA^L £&^J 

U xf WMXk ^ 

(*u~ fl&we-xtoj JUuft.. fa- *sj. 

; uuiis 

6. Jtepcartlug roqulrcssxito* fcregrooo raporto ctett bo o eboltt od to lit# D^rgoou 

- Otwral, 41X11$ Chalrem, AUAJi, If tba voopoualblo Icvootl^ator ot loath occr Aumally* 
4 final r «port i^aU^lto W eub wict a d by tha iovootlgatar to tho ittgr javodiX^orioftal 
' ®w» Bortov leerd prooptly m f ro * n ot l o o of tho tmt^atloot lft addition, uuuoiul , 
i or Uperuot obaarvatlooa %££«b o reported prasptly to ouah Board, particularly if- - 
tUy iavolvo any idvam offeot that say bo ro&ordad oa ceocad by the obtj druj$ if tba 
! advert* off aat la alamlng, it roportod to ouch Board tonodiatoly# 

7* Bpactal Ceodltiooa Applicabla to Chloical toreatlgotioat of New Drug** 
j a* Tha lavoatlgateo mat nkt car to la that tb luvoatigatioaal drag id adndaietasod to 

• daijaata ooly valor hii pca r eo rol auporrioioo ox odor tha M&atviaioi of other 

v ; /. 

qualified parecaaal to uUs, i ha hat dologotod thio authority# . •• 
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1 t 

b, Tha lavt»fcl|fttov tssc Mk« certain that mil lubjtcts participating 
la tU lff/«$t4«tloo or tbtlr ri?me&Utlvt» arc fully informed and u^rtta&d i^at 

tha nav drug la being uaad for investigational purposes* Ha will obtain tha consent 

* * •# 

of tha subjects, or tbalr representatives, except where this la not faaalbla or* In 

tha Investigator's professional judgment, la contrary to tha boat intaraata of tha 

• <- *4- 

eubjects* , 

8. Amy Contracts and Grants* All Departnont of the Amy contracts and 
grants under which in vestlgatlonal drugs are to bo clinically Investigated ‘ 
will contain olausos requiring the contractor or grantee to comply with tha 
requirements of paragraphs 3, 5, 6, and 7 of this regulation* 

9* Information to be furnished FDA* Tha Surgeon Canoral will furnish 

• Information copies of tha following to authorised representatives of FDA* providing 
personnel security clearances, if needed, are obtained: • 

* a* Alarming and other adverse reports to The Surgeon General on tha 
affects of an investigational drug when received* 

b* Any existing Department of tbs Amy report concerning an Investl* 

/ 

gational drug •pacifically requested by an authorised representative of FDA* 

o* In tha case of unclassified clinical atudlee of Investigational drugs, * 
(mi LC ' • v. 

Tha Surgeon General efceK transmit coplee of tha M Investlgator v s Statement”, signed 

copies of tha AXDRB's and The Surgeon General's evaluation and approvals to tha 

• Commissioner of Food and Drugs, Department of Health, Education, and Welfare, 

Washington 25, D*C* In tha case of classified clinical Investigations* of new drugs, — 

and in tha case where tha investigational drug to be studied la being sponsored by 

tho pharmaceutical industry, such materials noed not bo transmitted to FDA, subject 
to the provisions of a end b above, but Form 1571 (see 28 Federal Register 179), FDA * 5 ' 
’usual claim for exemption, will be forwarded to Tho Surgeon General for transmittal to 

• FDA after approval by The Surgeon General. 

d* nothing herein should be construed as preeluding The Surgeon General or . 


6 



Ill* delegate from transmit tin* «agr DA Information pertaining to investigational orugi 
which, In their discretion, appear* should ha of tntarast to FDA* ... 

10. Had leal emergencies# In crucial situations The Surgeon General,. AT2¥i HE3DPS-04 

. . * * - 

•V approve short term use of an investigational drug being sponsored by a 

pharmaceutical firm on an Individual patient # without submission of the Investigator** f 

Stateoont prescribed In paragraph ^ upon a hospital commander 9 * reguest for same* 

Such request will, include the following information minimally! patient 9 * asms, 

diagnosis, mm and quantity of tba drug proposed for uee, medical officer 

responsible for the patient, and nature of the medical emergency# In caeca where 

The Surgeon General approves emergency uee of an Investigational drug being sponsored 

by a pharmaceutical firm# tba re sponsible investigator vlll furnish both a completed 
( §T*Tdr/n*x/t e/> Csetr If S?**)! 

. ID l573^to the sponsoring pharmaceutical firm and a signed copy of said form VD 1573 

*, to The Surgeon General as expeditiously as circumstances permit* 

11# Custody and Dispensing of Investigational Drugs# Investigational drugs in the 

custody of thfc * Department of tbs Any mill be stored and dispensed in accordance with 

the applicable provis ion* of All AO-2, subject to the provisions of paragraph 5, 
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1 * DEAF T/AK 

Dear Touyt 

Thank you ter year prompt reply of 21 May 63 to ^y 10 my letter requesting 
that in eeek to sot forth it ainiunt cowering DoD tfllolcil lnnitl|itloM of mv 
4m«i 

touching t tret oo our «m of tirtmnt, 1 shall ho happy to diii|ut« ooa or 
tori representatives to asst with your raprosentatlvas with a vliv to drafting a 
Memorandum of Understanding ha train oar Departments covering tha miss which will 
ap iy to DoD clinical lmrestigatton of now drugs. 

As to tha halaoco of your latter, you appoer to bs undar somewhat of a ml scon* 
caption as to our dasirs in this natter* Wa have no das Ira undar any circumstances, 
or an uojer class If lad DoD research projects using military subjects, to avoid reporting 
to you any Information wa have, which you consider applicable to tha civilian 
community as wall, assuming proper security clearances have bean obtained by those 
to be given access to the information* Uhat we do desire la for the military depart* 
manta to continue to enerdee control of DoD clinical investigations of new drugs 
during such drug's pra-coumsreial stage only within the fr amew ork of existing Responsible 
Investigator* Project Officer relationship^ In this connection, it appears to ms flUt 
first blush that drugs being investigated as part of tha Defense Department's 
research program are not drugs la commerce" and so era outside the reach of your 
regulations* - - 

Wa, of course, agree with all four purposes set forth in tbs 2d para of your 
2g Hay letter that your 6 Jan regulations are designed to provide, a^ in tha belief 
that the proposed tri- service regulation inclosed with my 10 Kay latter accomplishes 
tbs «e If •same four purposes in a manner tailor-made to this Department's needs, I* 
urge you to review such regulations with a view to accepting them as the basis for 

Do# programs In this ares and so that I may have the benefit of your comments oo such 
draft regulations* 
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I . 

In regard to research studies on investigational drugs falling within the Defense 
Departments mission of defense of the nation, I confess that for such studies to he 
monitored end subject to control by anyone other than DoD, ss by FDA a would In s/ 
opinion adversely effect DoD operations vhothor such studies ere denoalnated classified 
or uncieaolfled. 


(dosing sentence) 



$ 


/ 
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' EJOGPOSDTTOOKl PORG3 


(At I 94+19) 


•IHMNCI ©8 Off tOt tYMftOt 

MSJtCf 


Proposed Army Regulations - "Clinical 

MEDJA 

Use of Invoatigatlonal Drugs** 


TO DCSPEJL raox TSG OATt 8 4 JUL B64 curT 

OCRD A* Natmon/aln/65988 


AMC 

OTJAG 

TAG 

1U TUMI 

l* By 5 unwary Shoot, doted 12 December 1962, TSG forwarded a proposed DA Mono to 
OSD* requesting essentially that DoD request ex caption iron proposed FDA regulations 
concerning now drugs for investigational use (Incl 1). The ASA (16L) signed and trans- 
mi t tod such Memorandum on 2 January 1963 (Incl 2). Thereafter DoD thru DDR&B entered 
negotiations with the Department of Iloalth, Education, and Welfare with a view to er- 
riving at a common understanding as to tiu> appropriate rolatloushlp between the respec- 
tive Departments In tho area of invoatigatlonal drugs. Those negotiations culminated 
in a Memorandum of Understanding betvoon the two Deportments, signed by Deputy Secro- 
tary Vanco and Secretary Colobrexro (Incl 3). DDR6E Implemented such Memorandum of 
Understanding by issuing DoD Instruction 3030,29, dated 12 May 64 (Incl 4), which in 
turn requested all DoD components to proparo instructions implementing DoD Instruction 
5030.29. Proposed Aft 40 - (Inel 5) is TSG's proposed Army Implementation of DoD 
Instruction 5030.29. 

2. Tho proposed AH provides that ell proposed investigational drug studies on 
humans under Army auspices shall be described In detail on an "Investigator’s State- 
ment," evaluated by a now "Army Investigational Drug Review Board" to bo established 
within the Office of Tho Surgeon General, which planned studies shall be executed only 
to tho oxtont they are approved by both such Board and The Surgoon General. Proposed 
AR also calls for cond ucting, clinical studies of invest Rational drugs generally in the 
s pirit o^ the recently promulnated M rc ^ latlona, on this subjoct, published on 0' Jed 
lJoSTin'TO Fedcrcnni5grifdf~t79^n583) . It goes on to provide that in the case of non* 
classified drug investigations, ralovant DA materials will be transmitted to PDA as the 
claim for exemption for tho lnveatlgat tonal drug iu question; in the case of clasolflod 
clinical Investigations, drugs employed will be automatically exempt upon final approv- 
al by TSG. Technical information concerning invaatlgaclonel drugs of interact to FDA 
and DA porsonnol will be exchanged, consistent with security regulations. The proposed 
AR also provides for emergency approval by TSC of tho short term use on an Army patient 
of Investigational drugs obtained from and being sponsored by e pharmaceutical firm 
without tlis prerequisite of first submitting the prescribed "Investigator 1 # Stetemht.* 1 

3. In view of tho above, it is requested that inclosed Army Implementation 
(Incl 5) of DoD Instruction 5030.29 be approved and published. 

4. This Regulation vat InltUtsd by Mr. Ilalmon, Office of the Judge Advocate, 
who may be contacted at Ext 65988 If additional information la neadad. 

FOR THE SURGEON GENERALI 


5 Incl 


HA *oex. o» H, ’JLi rt . or **"!- ‘ ..'.’,2* 
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•AR 40-7 

A hut Regulation! ' HEADQUARTERS 

} DEPARTMENT OK TUB ARMY 

No. 40-7 I Washington, DC., IS Nottmfor lOCi 

MEDICA1, SERVICE 

CLINICAL USE OF INVESTIGATIONAL DRUGS 


Input 

Puipo 1 * and scope 1 

Definition 2 

Procedure to l«c follow**! 3 

( vin|«nili*»ii of iLitnl (AlllUll) • 4 

!lt > tonUf* < |*iti*’ requirement* 5 

Itt-jaxUnr n tin i- 1 in' nts 6 

Hpccikl ctiinliliniM h|>|4iraU>« to clinical invest igat ioiu of ikh* drugs 7 

Information to U* furnifliril H).\ S 

Medical eunir.i iK.-K-s 9 

Custody a i i*l 0ix|«. using of invest ipational drug* 10 

Army contracts II 

Army grants 12 


1. Purpose anti scope. This regulation pre- 
scribes Ibc policies ami procedure* applicable to 
all clinical u>e uf ttivealigalifinnl drugs under the 
auspices of the Department of the Army. 

2. Definition*. For the purpose of (1st* rcftuln* 
Uon, llic following dciinitions apply: 

a. Drug. Any substance intended for use in tbc 
diagnosis, cure, mitigation, treatment, or preven- 
tion of disease in man; and any substance (other 
than food) intended to affect the structure or any 
{unction of the human body. 

b. Intntiyal tonal drug. A new drug, not vet 
approved by the Ccimmssinncr of Food and Drugs, 
Department of Health, Education, and Welfare 
(hereinafter referred to as FDA) for general use by 
the public as a safe and efficacious drug, and that is 
proposed for clinical study under Department of 


the Army auspices after adequate precluded 
information has been obtained. 

c. Clinical v$e. The administration of a drug 
to man. 

3. Procedure to be followed, a. Anprocal. 
The clinical use of an investigational drug may be 
authorized only upon written approval of The 
Surgeon General (see nl-o par. 76). Each investi- 
gator who request* authority to conduct ur is 
officially requested to conduct either the clinical 
pharmacology or clinical (rials of an investigational 
drug wall submit a signed completed application 
and three copies, indoi-cd by the hospit.il or other 
medical facility commander, to The Surgeon Gen- 
eral, ATTN: Chairman, Army Investigational 
Drug Review Board (A1DRB), Department of the 
Army, Washington, D.C., 20315, u-iug the follow- 
ing format: 


I nvfitig'itor'i Statement 

]. Background data. 

A. Name of in vest! eft tor. 

11. Date of request. 

C. Name or other clear identification ot dr hr. 

J). Kftinc of manufacturer or oilier source of drug. 

E. Qualifications of iuvcAiir.ator in detail or by reference to details already 
on file in Army records. 

F. Name ami address of facility or facilities where investigation* will be 
conducted. 

O.-All known relevant information about past use or pertinent reference 
thereto available to both the investigator and the drug supplier, in- 
• eluding all prccliideal data, and all otlier in formation justifying the 

•finical investigation (i.c., the safety anil rationale of the proposed 
•tudy). 

•ThU regulation supersedes paragraph 726. AH 10-2, 4 November I9C0. 


TAOO*77A-N#r. UO-U»'~C4 


1 
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AH 

II. Plan and Cundutt of t'mp»'4*«| Clinic it ln\ttUr.alk»ik 

A. 8|>edk pnrpuit and military iwcil fur or urgency of proposed clinical 
Invedit* 

II. A|»|»r »u* i.umUt of .ut v »i* t tUir ace. «**, condition, and oilier 

pertinent information relevant to the condition* of the invrvtiigAUoa. 

C. Number of *ut»j* cU to be emptied M tonlruU (d any) and tome in- 
foraialyin a* In It »U)\c for >»icl» control*. 

D. An outline of the ph.v« 9 of the invert iijjtwii already planned eitlicr in 
detail or l»y ref.-renev to iHuh already on file in Army record*. This 
outline may include rcaomabk afn-ruatr* and variation*, and mill be 
auppkmeiiUd or amvn«)”4 w1»ei» any figtiificatit change in dtrcctiou or 
aeopc of tl»c iuvc*tiftatkm it undertake*. 

K. Deuription or topic* of form* u« d to record data. 


1. Jltritv) and evaluation , The AIDIIB will 
review and evaluate nil piMpinaU received, enter 
Into any indicated eonvqwuidrttre will* lliv inves- 
tigator, ami, to llic extent lliat Oir ptoposal is 
rejected in whole or in pail, will transmit some to 
the investigator. To flic extent that the A1DRB 
approves A propositi, il wilt transmit iu recoin* 
mciulalion lo The Surgeon Cieneral, who will then 
confirm or di-aflitm in whole or in part the Hoard's 
Approval of the proposal in question. 

€. Ha «<* jvr disapproving jtrd^tosah Jvr \r\cttii- 
gatianal drug-~ttu*liri. Either the AIDRB or 
The Surgeon Gcncial tuny withhold approval to 
study nu investigation’ll drug clinically if it is 
determined — 

(1) That there U substantial e\ idencc to show 
the drug to l>c loo dangerous for use for 
the purposes and in the manner for 
which it i* proposed for invest ignliomd use. 

(2) That the manufacturing methods arc 
Inadequate to maintain appropriate *tmid- 
ards of quality needed to assure safety 
and give significance to the clinical 
investigation of the drug. 

(3) That the overall plan for clinical investi- 
gation does not appear reasonable or 
otherwise worthy of support. 

4. Composition of Board (All) KB). The board 
will be composed of thr Special A<>islatil to The 
Burgeon General for Research and Development 
or his personally selected designee as Chairman, 
and at least four other professionally qualified 
individuals do-ignated l»y The Surgeon General, 
alt of whom will verve at The Surgeon General'* 
pleasure, and one of whom will be designated a* 
the Recorder. 

5. Record-keeping requirements, o. By in - 
xttiigalur. Knelt investigator subject to this regu- 
lation will maintain n record of clinical invcsliga- 

2 


lion separate from the patient'* clinical record. 
This record of clinical investigation will include, 
minimally, a list of patients receiving the investi- 
gational drug; the name, lot mutiltcr, date and 
quantity of invcsiigatioual drug prescribed; ca^c 
histories; the J* tails of clitiicat observations, tests, 
and laboratory procedures carried out on each 
subject before, dining, and after administration of 
the drug in question. 

6. By €u*t<xlian. A complote record of each 
iuvc-tigalional drug will be maintained by an 
official designated by the commanding officer of 
the medical unit or installation, normally the 
pharmacy officer, if the invc'tigntimial drvg U 
being ti*ed in an Army facility, and by the in- 
vestigator himself, or a responsible individual 
designated by him for the piirpo.-c. when the drug 
is being used under a Department of the Army 
contract or grant. This record will include the 
following information: 

(1) Xante of drug. 

(2) Manufacturer, or other source of drug. 

(3) Amount and date received. 

(4) Expiration date, if any. 

(5) Dot or control Dumber. 

(0) Date of authority to use. 

(7) Names of individuals authorized to pre- 
scribe tbc drug. 

(S) Xante of prescribing physician or dentist. 

(9) Date on which use of the drug is termi- 
nated, if applicable. 

(10) Date on which use of the drug ts ap- 
proved for general use as a safe and 
efficacious drug, if during course of 
invest igAliott. 

c. Helention period. All records required by this 
paragraph will be kept 3 years after completion 
of the project and then retired permanently. 
See All 345-2)0, File No. 903-3$. 
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€• Reporting rrquircmchlm report* 

will t>© submitted !•» The Surgeon General, 
ATTN: Oiairuiaii, Ml >1111, by the rc»|»onMhlc 
Investigator il lc*>t once mutually. A filial 
report will aho lie submitted l»v the invcslicitur 
to the Army iiivr>tiv'nti<*n«l Drug Kr\iew Hoard 
promptly on tcniiinuiinii of the inve-t iguihm. In 
addition, unusual nr important observation* will 
bo reported promptly to such Hoard, particularly 
If they involve any adfer?e elfert tliut may l>c 
regarded a* raided by the new* drug; if the adverse 
effect »* alarming, it will he reported to such 
Board immediately. 

7. Special conditions applicable to clinical in* 
tealigatiotts of new drug*. «. The investigator 
will make certain that the inve^tigntionnl drug is 
administered to subject* only under lit* pcr*oiml 
supervision or tinder the supervision of other 
qualified }>crs«*iuiel to whum lie has delegated this 
authority. 

4. The investigator will make certain that all 
subject* participating in the investigation or their 
representative* arc fully informed and titidei'vtand 
that the new drug i* bring u*cd fur iuvcstigutiunal 
purpose*. He will obtain the written consent of 
the subject*, «r their representatives except where 
this it not fcadble. or, in the invest igntor'a profes- 
sional judgment, i* contrary to the best interests 
of the subject*. When tbc purpose of ndiuiiiUtcr- 
ing an investigational drug is not to benefit tho 
Individual to whom it is administered, final ap- 
proval for the u*e of volunteer subjects will be 
obtained as provided in paragraph 6, Alt 70-25. 
Benefit to the individual U defined as the admin- 
istration of a drug to an individual expected to 
mult In (lie diagnosis, mitigation, treatment, cure, 
or prevention of disease or injury of tho same 
individual. 

1. Information (o be furnkhed FDA. The 
8urgcon General will furnish information copies 
of the following to authorized representatives of 
FDA, provided personnel security clearances, if 
needed, arc obtained: 

«. Alarming and other adverse reports to The 
Surgeon General on tbc effects of au investiga- 
tions! drug when received. 

I. Aliy existing Department of the Army report 
concerning an investigational drug specifically re- 
quested by an authorized representative of FDA. 

€. In the ca.se of unclassified clinic «d studies of 
investigational drug*. The Surgeon General will 

Tioo siia 
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tran*mit copies of the # *fnv estimator's Statement, 1 ” 
signed copies of the AIDltH'* and The’ Surgeon 
General's evaluation and approvals to the Com- 
luk'inner of Food and Drug*, Department of 
Health, Education, and Welfare, Wa-bington, 
D.C., 20203. In the ca*c of classified clinical 
investigation.* t»f new drug*, and in Hie ea»e where 
tho investigational drug to be studied i* lieing 
sponsored by the pharmaceutical industry, such 
material* need not be transmitted to FDA, subject 
to the provkioiix of a and 6 above, but Form 
KD 1571 (see 2$ Federal Keg is ter 170 ), FDA's 
usual claim for exemption, will be forwarded to 
The Surgeon General for transmittal to FDA after 
approval by The Surgeon General. 

d. Nothing herein aliould be construed as pre- 
cluding The Surgeon General or bis deb-gate from 
transmitting any Department of the Army inhu- 
mation pertaining to investigational drugs whirb, 
in their dkerction, appears should be of interest 
to FDA. 

9. Medical emergencies. In crucial mi nations 
The Surgeon General, ATTN: MKDI'S CM, may 
approve rbort lerin use of an investigational drug 
being s|*onsorcd by a pharmaceutical film on an 
individual patient, without submission of the 
Investigator's Statement prescribed in paragraph 
3, uj»on a hospital commander's request for same. 
Such rcqucM will include the following information 
minimally: patient’s name, diagnosis, name and 
quantity of the drug proposed for u»c, medical 
oflicer responsible for the patient, and nature of 
the medical emergency. In rase* where The Sur- 
geon General approver emergency use of an inves- 
tigational drug being sponsored by a pharmaceu- 
tical firm, the responsible investigator will furnih 
both a completed FD 1573 (Statement of Inves- 
tigator (see 28 Federal Register 170)) to the spon- 
soring pharmaceutical firm and a signed copy of 
said Form FD 1573 to The Surgeon General as 
expeditiously as circumstance* permit. 

10. Custody and dispensing of Investigational 
drugs. Investigational drugs in the custody of 
the Department of the Army will be stored and 
dispensed in accordance with the applicable pro- 
visions of AR 40-2, subject to the provisions of 
paragraph 5 above. 

11. Army contracts. All contracts under which 
investigational drug* are to l>« clinically investi- 
gated will contain the following clause: 


$ 



CLINICAL ftl'Ull V OK INVISTIGATIONAL UltUCS 

ft. The CoulCAfUir MJtfi thxl I* fori} umkrUiking to conduct either UtO clinical |iharma* 
cology or clinical Utah of on invedigationat time umlrr ft DvjarliiKnl of the Army con* 
tract, II will nilimit fur II.** written ap|»Mv:«t t*l Tlif S*irrn>n Cfi^r.il, Department of tht 
Army, ft rmnpMrd abdication ami thne cujhc* to The Surgeon General, A TIN: 

Chairman, Army Invr^tkatemal lime Ilex lew Hoard, Department of the Army, Wash* 
In (ton, D.C., 50 11.1, uplift ll** follu«iitg formal: * 

/Rfttfif4f«r'« 

f, Itacfcground data. 

A. Name of in\v\iig.itor. 

II, Dale of request. 

> C. Name or other dear Mentifiration of drug. 

I). Name of manufacturer or other rourcc of drug. 

E. Qualification* of inv<*tigator in detail or by reference to details already 
on Ale In Army records. 

E. Name and address of facility or facilities a here Investigations will bo 
conducted. 

0. All known relevant information about past use or pertinent reference 
thereto available to both the investigator and the drug supplier, in* 
eluding all preelinical data, and all other information justifying the 
clinical InvcrUgation (Ijt., the safety and rationale of the promoted 
study). 

II. Tlan and Con'hict of Proposed Clinical Investigation. 

A. Specific purpose and military need for or urgency of proposed clinical 
Investigation. 

1L Approximate nutnl*r of subject*. IWr age, sc*, condition and other 
~ pertinent i.iformalam rcfovani to the eondiliurts of the irivccligatfon. 

0. Numticr of subjeets to be ein;»l»yed as controls (if any) and same in- 
formation as in D atovc for ra.-h control*. 

D. An outline of the phases of tlte investigation already planned either in 
detail or by reference to tk tails already on file in Army reeords. This 
outline may include reasonable alternates and variations, and sill be 
ftuppkmcnted or amended when any significant change in direction or 
aoope of the investigation is undertaken. 

0 Description or copies of form* used to record data, 
b. The Contractor agrees tliat each of its investigators who conduct either the clinical 
pharmacology or clinical trials of an investigational drug mill maintain a record of clinical 
Investigation separate from (lie patient’s clintcal record. This record of clinical investigation 
sri# include, minimally, a list of patients receiving the investigational drug; the name, lot 
smmbrr, date; and quantity of investigational drug prescribed; ease histories; the details of 
HInkal observations, tests, and laboratory procedures carried out on each subject before, 
during, and after administration. of tbe drug in question. 

ft. The Contractor agrees also that either iu responsible Investigator or a responsible 
Individual designated by him for the purpose will maintain s complete record of each invest!* 
gallons) drug used umkr a l>.\ contract for at least 3 year* after completion of the iuxreti* 
gallons! drug study. This record wiH include the following information: 

1. Name of drug. 

9. Manufacturer, or other source of drug. 

3. Amount and date received. 

4. Expiration date, if any. 

i. Lot or control number. 

I. Date of authority to use. 

T. Name* of Individuals authorised to prescribe the drug. 

•• Names of prescribing physician or dentist. 

9. Date on which use of the drug is terminated, If applicable. 

10. Date on w hich use of the drug was approved for general use as a sale and cffica* 
ckwa drug, if during course of investigation, 
d. The Contractor a trees to submit progress reports to The Surgeon General, ATTN: 
Chairman, AlDIlD, at Ira t one annually, and to submit a final report on termination of tho 
Investigation. In addition ConUhrlor agrees to promptly report to the AIDU1) any unusual 
ftf Important observations occurring during the. course of the Investigational drug ftudy. 
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All I"-; 

fttrUcwUrljr If I hey Involve any advene effect that may I* regarded aa caused by It* near . 
draft; if IW advene cffret UaUnniniu ii till be tv|»ofUd to the Atlllitl Immediately.* 

C* Bpctlal C a di««liliniii A|i|J»rM4e (o Clinical Itivc* libation of Krw IHu^i; The Con- 
tractor agrcra (o make icrtain (hat (lie invcMigatmnal drug U •dminlrti'wl to subjects only 
under tlie prr.-ot.al tupr-rvMon of the n rponMlic investigator or a qualified person to nbom 
the ref|*on*ilil* iftvi. llr.itor hat ih W nated thh author lly, lire Contractor 1 U 0 agrees to 
make certain 0».**t ell iuIiHU p*rltci|*iting In Ue Invotigatkin or their n ptcsenutivct are 
fully Informed ami unk-rdand that the new drug U Uiug u*tl for In vrallgal tonal purpoai. 

IV triUrn content of Uic suhjreta, or tbcfr itprinulollvK wiH be obtained except a Hera 
this I* not Ctadljh? or. in the r«pomil4t Invoticators prote*sioiud judgment, la contrary to 
the beat Interest* of the subject. When the pur|io«e of attmtuMering an Investigational drug 
It not to Item fit the individual to mlmaa It U ndminMered, final a|i|»rovat for the use of 
volimtcer fubjccts a ill I* otanined as provided In paragta|»h fi, Alt 70-35. Ucncfit to tha 
Individual U «l* fmc*l as the adndntd ration of a drug to an individunl expected to reeult In the 
diagnosis, mitigation, treatment cure, or prevention of iWarc or Injury of the tame individual. 

12* Army grants. All Department of tlio Army grunts under which invcsligntiotial drugs are to 
l>e clinically invi'ttigalcd.uill contain clauses requiring the grantee to comply with the requirements of 
paragraphs 3, 5, 0, and 7. 

I MKOJA L 

cr of tlto Secretary of (ho Army: 

If AHOLD K. JOHNSON, 
General t United State % Army. 

Official : Okie/ of Staff. 

J. C. LAMIItiltT, 

If ajar Generate U hi ted States Army t 
The Adjutant General. 

Distribution: 

Attire Army: To bo distributed in accordance with DA Form 12-0 requirements for Medical 
Services— D. 

NO: None. 

USAll: None, 
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To fotvir4 a anorindia to tha AiiUciftt StcriUiy of D efen s e (Hinpoar) on subject 
proposed rosttltUotti raco— ndlng essentially that DoD request a fora of exaction frcmJ 
such regulations for tha pafooaa Department (Xael 2). I 


DISCUSSION 

1, Xo tha wake of tha thalidomide experience. tha Food and Drug Administration 
(FDA) la tha 10 August 1962 Federal Register Issuad proposed vagulatloos governing tha 
clinical uss of lnvestlgative*drugs. In assanca tha proposad regulations would estab- 
lish additional record-keeping and detailed reporting requirements In connection with 
clinical studies of Investigational drugs b y requiring that the detailed plan of 
research, the history of the pre-cllnlcel investigations of such drug t together with 
the detailed personal background of the researchers and the quantitative and qualita- 
tive composition of tha drugs to be tested be reported to FOA by tha drug 9 # "sponsor# 99 
PDA Interprets "sponsor" es inclusive of government agencies* The Commies loner of 
FOA would have the authority under proposed Section 120.3(d) to effect the discontin- 
uance of the research project In whole or In pert if. for example, he determined that 
the drug could not he clinically used with reasonable safety, or that the research plan 
was unreasonable In whole or In pert, or that tha Investigations were not being 
conducted In accordance with the plea on file* 


oo 
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2. The hue and cry from the effected sponsors and researchers has bean great. 

In this connection. Tha Surgeon General and tha Special Assistant to Tha Surgeon 
General for Research end Development upon learning of these regulations shortly before 
the original sixty day deadline for comeint had expired, submitted preliminary coeaente 
to the Department of Health. Education end Heifers, essentially requesting more time 
to prepare definitive corat nr e sod requesting consideration bo given to exempting 
federal agencies from the application of subject regulations • Copies of their reaps o- 
tlve letters dated 3 October 1962 (Xncl 3) end 11 October 1962 (Xnel 4) are Inclosed. 
Then, by Memorandum, dated 13 October 1962 (Xncl 1). ASD(K) requested the comments of 
the throe military departments oo above subject. Enclosure 2 constitute# #uch ~ - 
proposed Army coraents. In substance. Inclosed proposed Army comments recommends that 
Do D sock an agraamant with FDA undar which DoD would agree to adhere to prescribed 
standards for conducting clinical studies of investigational drugs, which would likely 
parallel tha substance of subject proposed regulations, modified by provisions Inappli- 
cable to Government agencies; adherence to such agreed standards by DoD. however. . 
would be entirely DoD's rather then FDA's responsibility. By this arrangement, DoD 
would of course beer full (Instead of 1 partial) responsibility for any DoD clinical 
researches of Imrestlgetlooal drugs which Involved unfavorable results. Rut more » 
significantly. DoD would be able to supervise Its clinical investigations of new 
drugs within the framework of existing Responsible Investigator-Project Officer 
relationships without the neoeeslty of preparing papers for and obtalnli* approval of 
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SUBJECTS rropond FDA KiguUtloof, publishid to 10 August 1)12 Federal Resistor 
in re* Hsu Drugs for Xnvea tigatlooal Uss 

FDA, an unknown quantity, with no similar background of built-up relationships for 
supervising such work* Further, the Cowls s loner of FDA has no background In 
evaluating the potential military value of a drug which may prove out successfully, 
as cospared to the degree of risk Involved In clinical trials, which evaluations 
would be required of him under proposed regulations* In addition, it is considered 
that the Military nedlcal services have the personnel and are la a better position 
than FDA to evaluate the qualifications or lack thereof of the research investigators 
It sponsors, and whathar their research plana are or are not reasonable* (DoD 
could of course furnish Information copies to FDA of materials of value to FDA la 
protecting the general public under this proposal)* At the asms time, the same 
keen concern for the fair treatment of human teat subjects generally as la reflected 
la proposed FDA regulations baa bean shown by the Any, for exapple, la Its treat- 
ment of volunteer test subjects} this concern was evidenced by written Any Medical 
Service policies In this regard, and culminated In the publication of AR 70-25, Use 
of Volunteers as Subjects of Research, dated 26 March 1962, copy attached (Inc l 5)* 

In sue. It la considered that DoD can, batter than FDA, and therefor should. Instead 
of FDA, exercise control over the clinical investigations of new drugs sponsored by 
DOD* 


3* The proposed Any memorandum recommends this nsv relationship between DoD 
end FDA for the administration of Dol^sponsored clinical investigations of new drugs 
.'rather than providing detailed critical coamenta on the proposed regulations them* 
selves first because all indications are that FDA will have e revised draft of 
subject proposed regulations published soon anyway (see Duel 6), second, because 
moat' of the substantive objections to tbs new regulations are being or have already 
been made by Individual physicians, drug firms, and organisations to FDA, third, 
because much of subject regulations la sound, fulfilling an admitted need for 
tightening up existing procedures for the clinical investigation of Investigational 
drugs, and last, because if the recoanended exemption la obtained, there will be no 
need to concern ourselves with the provisions of subject proposed regulations* Two 
significant substantive criticisms of subject regulations are included, ho wev er* 


UOMSKDATlOlf 

That Inclosed memorandum to Assistant Secretary of Defense (Manpower) (con- 
taining the above ra commands t ion for partial axasptlon from proposed FDA regulations) 
bo approvad and dispatched (Xncl 2)* 


COORDINATION 

Chief of Research and Devolo 


Chief of Research and Development 

ova a uq.^UplOMictiog « UM ful 


• Xncl 

■ 1» Him {roc ASD 
. to SA, IS Oct 63. 

2. Him to ASD (M) for cgsr 

3. Cy ltr dtd 5 Oct 62 

5: 3 11 “V 1 „ 

4* Memo foe Record, 7 Deo 62 



Lieutenant General 
The Surgeon General 
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ASSISTANT SECRETARY Of DEFENSE ' ' * 

WASHINGTON *1. O.C. %) |? ftf jj .y 

OCT f 5 C f962 ar a, tr,,t AKM ' 


*SMXAHKM FOR TUB SECRETARY Q? THE AMH<Jr 
TUB SECRETARY OP TUB T1AVY 
TUB SECRETARY OP TUB AIR FORCE 


SUMS OTi Proposed Regulations of tho Food cod Drug Administration 
as Published in tho Federal Rcglo ter « » August 10, 1962, 
Pogco 7990-7992 induolvo* 


i 

S 


tho proposed regulation# of tho Food end Drug Atalnlotratloa governing 
"Bov Druco for Investigational Uao M ao published in tho Federal Remoter, 
August 10, 1962 , voro first brought to tho attention of this office oa 
Ootober 9-10, 29te( jy Mi- 
lt lo our understanding that thcoo regulation*) are iso tied under tho 
gonoral rule vcotlng authority la tho Secretary of Health, Education, and 
Vclfaro by tho Federal Food, Strug, and Coaaotlo Act (21 U* 8* Code 371)# 
and under tho occtloa of that Aot governing "new drug olearoooo procedures” 
(21 U. 8. Code 355)* 

Xn tho Conference Report on Strug Aocndacato of 1962 to accompany S# 1552 
by tho House of Representatives, 87 th Congrcao, 2nd Seoolon, Report BO* 2526, 
tho Secretary of Health, Education, .and Welfare lo given express authority to 
regulate drugo Intended solely for investigational uao* Both Houses adopted 
tho Anendnents agreod to by tho Conferee* and tho Aot va* signed by tho 
President* 

Wo have requested, from tho Secretary of Health, Education, and Welfare, 
an extension in tine to submit views and cements to tho regulations proposed 
in tho Federal Register* 


Xn an attempt to present adequately tho ccaacnts and vlcvs that refloat * ~ 
the thoughts of various Department of Defense agencies and tho military depart- 
ments, it Is roqueotod that your ocpasnts bo forwarded to reach this offtoa 
not later this* Rmsahog^i 2962 * 


lie. 




Woman 8s Paul 


Aui 1 


€> 


10/15/62 ASfc(Itt> Ua * 1 W_l5 ' 62 CS 430 (15 Oot 63) 
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5 OCT 1962 


Secretary of HmUI^ UwitifK 
and Wilfm 
Ueehington 23, D»C* 

Ami* Bearing dork 


XMr lirt 

Reference li at4i to the propocod ammdmmt of section I30«) of tbo 
®wr drag rtguliUoai <21 CTR Port 130) published In tht 10 August 1112 
federal U|litir which Ut only rccmtl/ com to sp attention* 

«• to tho Any tfedical ferric* ara vitally interested la eny> regulations 
which Might irpodo oor rat* of progress la the March for new therapeutic 
agoata required Iron a nodical standpoint la tills nation 9 # dafenso 9 lor 
e/jtirpl« t new drugs sod raceioss urgently ntoded to conhat tbo effects of 
chcnlcal and biological varfara agents* Based-on such examination of above* 
motioned proposed regulations as wy staff has boon able to nek* at this 
tine* it appears that such regulations way veil stifls our sntlra asdics! 
research program involving new drugs* Although, tins does not psrott an 
exhaustive rumination of or detailed cements oa thee* proposed regulations 
to ha aeda. It can h* pointed out even now that the roquirennnt set forth in 
'proposed Item 10 of subsection 130* 3(a)(2) would have the affect of discour* 
aging and delaying qualified researchers iron ivllotUng new and premising 
laads not t heretofore listed in their investigation! except Ion application, 
which rcquireaoat would ha inconsistent with sound research principles* 

Accordingly, It la strongly racdosandad that these proposed regulations 
not ha placed into affect for a poriod of at lceet 90 days and that additional 
coaatnts during such or a lesser poriod ha invited* It la further requested, 
that consideration be given to exempting from the application of proposed 
section 130*3 deliverlee of drugs to the Podoral Co ve me ant each as appears 
presently to be contained la subjection 130*3(3) (1)« 

Sincerely, 


) 



B. W. P0AH 
MJor CeDoenI, J1.C. 

Acting The Surgeon General 


BOBEftT I. &0DHT 
Brigadier General, M.C. 
Spec Aaat to ISO lor 1*0 

SUOUHDtt MUM 
Acting general Counee l 
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um>n ll Qc tobe r 1962 


Secretary of Health* Miilin 
and Welfare 
Washington 25* D» C* 

ATDit Uteris* Clock 


Door fin 

Reference U made to the proposed on eadcents to Regulations 
governing tbo oliolcol trial of am drugs* aa submitted by tho Coo* 
ctUatonor of Food aad Drug end pub il shod la tk Fodarai Ufilitar oa 
10 August 1962* 

Tho Surgeon Control* Departaent of tho Any* Hot exrretaod bla 
koen I ate root la tbo proposed aoodiftoU and doop concern that tbo 
proposed &*fiu let tone nay havo tho affact of discouraging aad delaying 
quail Clod investigator* la tbalr search for am therapeutic aad pro* 
phylactlc agents required by tbo military for national defence* Tbo 
under si good believes that tbo pxopooed Regulations* which bo vs only 
recently cone to our attention* nil l certainly Inpod* aad nay wall 
etlfle our entire research 'program involving aw drugs aad vaccines 
required for enteric and respiratory infections aad exotic parasitic* 
viral end rickettsial diseases* 

Cos illustration nay bo given ae to possible unwarranted do leys 
in the trial of thorapeutlc agents that are required by the Arced 
Forces* In several tropical countries* strains of chloroqulr.** 
rosittaat falciparum nalaria have recently boon found* Tbo potential 
throat of such a strain of nalaria to military operations is obvious* 
Tho search for aw aatl~malarU agents again becomes imperative* An . 
active program of tooting promising nw drugs la bains supported by 
tbs Army Mod leal Service. Ul«h priority is assigned to this project 
under a thoroughly qualified and eminent physician investigator* It 
appears very likely that investigative programs such as this one* 
which are vital to tbs defense of the nation* nay wall bo delayed by 
the apparent cuabersomeaeaa of the control procedures proposed* 

For tbo r e aso n s stated above* It lo r oeoaaan d c d that every effort 
bo made to delay the lmplenoatetioa of these Regulations for a minima 
of nloety days* pending a cartful evaluation of tbo impact of the pro* 
posed Regulations on the medical research and development p ro gres s* 

Sincerely* 


ROBOT I* BUJU2T 
Brigadier Ceneral* 1C 
Special Assistant for 'Research 
aad Develo p men t 


COPT FWNiSKED RECORD ROOM 6GQ 

*n&,. *vn - 
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MEMORANDUM 


OWAHIMUNr OF It.Al.TM, r.UUCATION, ANP WP-TAKt 
omcr. c nr. si.cki:tarv 


Richard A. Fterrill 


DATE. July 28, 1975 


FROM , William W. Vodra 


l^ ; 




subjects aoenption for Department of Defense 
from 1ND teguixenunts 


M you know, last fall w© executed a Memoranda^ of Understanding 
with the Department of Defense which provided that they would be 
exenp t from IND requirements for drug research which was being 
conducted for national security purposes, (Attached) In light of 
the recent revelations regarding LSD experiments conducted on 
approximately 1500 subjects during a ten year period from 1957 
to 1967, I vender whether we should reconsider the propriety 
of this exemption. The General Accounting Office has been* looking 
into this exemption in the past and has concluded that it isTnot 
legal under the terms of the food, Drug . and Cosmetic Act. This 
Office has internally concurred in that interpretation. Specifically 
Peter Hutt and I informed Dr. Jennings last year that S505(i) provides 
no procedure for waiving the application of BCD rules for research 
on drugs shipped in interstate commerce. (Xir regulations apply to 
all drugs, regardless of the researcher (e.g. , a university professor, 
an NIH investigator, or a DOD investigator) , if interstate conferee 
is involved. 

It is possible that the Agency will be asked to explain the reasons 
for continuing this exenption, possibly in a Congressional hearing. 

The primary reason why we granted the exemption was a feeling that 
this Agency should not handle classified security matters. This premise 
would not hold up in close scrutiny. . Appropriate security clearances 
could be given to the necessary medical officers, pharmacologists , 
chemists, bureau management personnel, and numbers of the Ocmissioner's 
office. Facilities for storing classified docunents (such as safes) 
are already available or could readily be obtained by the agency. The 
material which would be contained in such an IND would not necessarily 
disclose the purposes to which the chemical was intended to be used 
in military operations. Thus, we are abdicating our statutory responsi- 
bility in this area out of a desiro to be courteous to the Department 
of Defense (and out of realization that we do not have effective 
inspectional authority and enforc&rent powers over that Department) 
rather than out of a legal inability to handle' the classified materials. 



514 


jdduuti A. Merrill - Page TVo 


Ibe Agency has often professed a strong desire for openness in the 
scientific ooRminity as a way to stop unscientific and unethical 
research. While a classified review by the Fm would not be open, 

It would provide an objective review on behalf of the scientific 
community on the science and ethics of the research being conducted, 

I would personally reoemnend that this Agency seek to terminate the 
Memorandum of Understanding with the Department of Defense, at least 
insofar as it exempts the Department of Defense from the 2ND require- 
ments for drugs to be used for national security purposes. Vte should 
instead provide a special, secure processing 6f DOD's research. 

X dictated this itcnorandurn before I saw Carl Leventhal * s memor a ndum 
of a conversation with Carl McClure of GAO. I do not see how "chemical 
weapons" would not be "drugs" under 5201(g) (l) (c) as "articles (other 
than food) intended to affect the structure of any function of the 
body of man." 

X£ you concur, I recommend we immediately get together with' Dr. Jennings 
(FDA liaison with DQD) , Seso Fine, Dick Crout or Carl leventhal, and the 
Co mm issioner or Deputy Camissioner and discuss this.* 
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5030.29 (Incl 1 ) 
May 12, 6k 


KK-PRAXDUH OF UHPERSTANPK.'C 

eetves ?. 1 its KgAgggrrr of hsalth, education, a:to welfare. Am? the 

DSPAa-n-S-NT 0 ? DSFS?.'SS COKCERHir.G INVESTIGATIONAL USS OF DRUGS 
BY THE DEPARTMENT OF DEFENSE 

Background 

Section 505(a) of the Federal Food, Drug and Cosmetic Act, as amended 
by Section 10k of ?• L. 8 t-731, T6 Stat. J&k, 21 U.S.C. Sec. 355, (1962 
Supp. ) established nev procedures for the approval required before the 
new drug can be introduced into interstate commerce. Action 355 (i) of 
Title 21, United States Code (1962 Supp.) establishes exemptions from 
the* new approval procedures for drugs which will be u*.ec only for manu- 
facture of ether dregs or for investigational purpose That section 
establishes the general basis for exezsption and provfc.e* that the Secretary 
of Health, Education, and Welfare shall promulgate regulations to give 
effect to the general guidance of the statute. 

On January 0, 1963 . the Secretary published the regt*. atlons in 28 Federal 
Register 179 (19&3); the regulations will eventually appear in Title 21, 
Part 130, Section 130.3 of the Code of Federal RegiJl* tlcis. These regu- 
lations establish the procedure and prescribe the recessuy fores to be 
filed in order to exempt drugs to be used only for ir vesiigationcl pur- 
poses fron ohe approval procedures of the Food, Dr.g :nd Cosmetic Act. 

* Purpose 


The purpose of this Memorandum of Understanding is t: stite the procedures 
that will be followed by the Departments of Defense . id lealth, Education, 
and Welfare to insure that the requirements of the Filer il Food, Drug,, and 
Cosmetic Act and the investigational drug regulations issued under that Act 
are fully met without jeopardising or impeding the re 3 ui: *enents of national 
security or the requirements of Federal laws and regulations relating to such 
use of drugs. 

The Surgeon Tenoral cf each Military Department has e dished 
witliin his office a formal "Review Hoard" vliich carefully considers each 
research proposal from its own ogcncy or from outside contractors vliich 
may involve the use of human subjects in the clinical investigation of new 
drugs. Each "Review Beard" is staffed with professional people capable of 
performing competent review of such research proposals to insure adequate 
protection cf hus&a subjects. The Department of Defense assumes foil re- 
sponsibility for the protection of humans involved in research under its 
sponsorship whether this involves investigational drugs or other hazards. 


v 


* 


} 

J 
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5030 .*> % 

May 12, 6h 




Before a clinical test nay be performed with an* investigational drug, 
the plan of the test ar.d other pertinent details must be submitted to 
the appropriate “Review Board," the Board must indicate its approval, 
and the approval must be confirmed by the appropriate Surgeon General. 


Agreeiaent 

Under these circumstances, the Departments of Defense, and Health, Education, 
and Welfare agree that the following procedure meets the requirements of the 
Food, Drug, and Cosmetic Act: 


1. Clinical investigations that are classified for reasons of national 
security will not require the filing of a formal "Claim for Exemption" to 
the Department of Health, Education, and Welfare* Approval of the teat by 
the appropriate Review Board and Surgeon General will automatically exeft.pt 
the ding being employed from the application of the new drug section of the 
Food, Drug, and Cosmetic Act during the investigational study. Hie Depart- 
oent of Defense will report to FDA findings associated with such studies 
which FDA should be aware of in order to make a sound evaluation of non- 
classified studies proposed on the same or similar drigj. Additionally, 
the Department of Defense will discuss its classified i instigations of 
drugs periodically with FDA personnel who have proper incurlty clearance* 

i 

2. In the case of won-classified security research prt«grans sponsored 
by the Department of Defense and conducted within iti- r s:»ei rch facilities 
mrfor the Department upon contract, copies of the r«j;. ;iit for approval 
submitted to the appropriate DOD Review Board, the Re v I v Ioard's evaluation 
and approval, and notice of approval by the approprit;: ihugeon General will 
be filed with the FDA as the claim for exemption for '*:> investigational drug* 


3* When the Department of Defense performs clinical tests upon new 
drugs being sponsored by the pharmaceutical Industry, the erdinary claim 
for exemption (Form 1571 of the Investigational Drug Regulations) will be 
filed with the Food and Drug Administration. 


0 \ 


J4! 

The Secretary of Defense 
DEPUTY 

FEB 18 1964 

(date) 


JU±£ zLQ^ca. 




Z 
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AMENDMENT NO. 1 TO 
MEMORANDUM OP AGREEMENT 
ON RESPONSIBILITIES FOR THE — 

. CONDUCT OP RESEARCH AMO DEVELOPMENT FOR 
DEFENSE AGAINST CHEMICAL AGENTS 
BETWEEN THE 

COMMANDING GENERAL, US ARMY MATERIEL COMMAND 
AND 

THE SURGEON CENTRAL, DEPARTMENT OF ARMY 
AUCUST 1972 


Paragraph 5b of the December 1971 Agreement ta to ba replaced with the following!’ 

b. The Commanding General, US Army Materiel Command, will establish and 
maintain liaison with the staff of The Surgeon General through the Special 
Aaaiatant for Chemical and Biological Affairs, US Army Materiel Command . 

When requested, this officer will provide advice ana coordination to The 
burgeon General in the fields of chemical operations and activltiaa. 


FOR THE SURGEON GENERAL: 


Ic(iARD R. TAYLOR, H./. I 
Major General, NC O. y > 

Special Aaaiatant for “V ' \ 
Research and Development 


FOR THE COXKAKDlN’G GENERAL 
ARMY MATERIEL COMMAND: 


'j?/ ^ / SV 

^Svuxui'l". lfOk<Ei,/jR. 
Major Central, LSA^ 
Chief of Staff 


Date 
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MEMORANDUM OF AGREEMENT 
ON RESPONSIBILITIES FOR THE 
CONDUCT OF RESEARCH AND DEVELOPMENT FOR 
DEFENSE AGAINST CHEMICAL AGENTS 
BETWEEN THE 

OOMMAKDIKG GENERAL, US ARMY MATERIEL COMMAND 
AND 

THE SURGEON GENERAL, DEPARTMENT OF ARMY 
NOVEMBER 1971 


X* References , 

a. DOD Instruction 5160.5, 7 February 1964. 

b. AR 705-5, 9 April 1968. 

c. AR 70-55, 18 May 1970. 

2* G eneral , a. Under the provisions of reference lb, the ConmAnding 
General, US Army Materiel Coinand is charged with the price responsi- 
bility for chcr.icai weapons and defense and The Surgeon General with 
the attendant responsibility for the medical aspects of chcnical weapons 
and defense. 

b. This Agreement between the Coirr*anding General, Army Materiel 
Command and The Surgeon General clarifies and delinc^ic!: specific roles 
of each in the conduct of research and development on tl e defensive 
aspects of chemical agents. Ihis Agreement does not imply codification 
of the Department cf the Arry assigned responsibilities of tiie Cosnanding 
General, US Arry Materiel Comand in research and development matters. 

The terra "responsibility" as used herein refers to the agreed roles of 
the subject parties in the prosecution of research and development on 
the defensive aspects of chemical agents. Also, this Agreement doe 3 not 
prohibit direct communication on technical matters between the Office of 
The Surgeon General and the Biomedical Laboratory,* Edgewood Arsenal. 

• 

c. § Program guidance and review on nodical research for defensive 
aspects of chemical operations will be carried out jointly by The Surgeon 
General and the Cor.na:iding General, US Arry Materiel Cor„*r.and . This 
guidance and funding will be implemented through US Arry Materiel Command 
channels. Annual program planning and evaluation of technical progress 
of the program will be made jointly by The Surgeon General and the 
Comanding Genet *1, US Arry Materiel Coirrrsand. 



519 


*' fc?„ Of?:r;-.L use 


d. The Special Assistant to The Surgeon General for Research and 
Development, vho is also the Commanding General, US Army Medical Research 
and Development Command, will be the point of- contact for The Surgeon 
"General for all matters concerning the Biomedical Laboratory, Edgevood 
Arsenal. 

3. Arry Medical Dfpartr.ent Personnel , a. Under the provisions of 
reference lc, me burgeon General will assign two senior Medical Corps 
officers, as mutually agreed upon between Tile Surgeon General and the 
Cocnar.ding General, US Arsy Materiel Command, to serve as Director and 
Deputy Director of the Biomedical Laboratory at Edgevood Arsenal. The 
Doriual tcur of duty of each officer will be four years, the first two 
as Deputy Direcror and the last two as Director. The senior Medical 
Corps officer, in addition to directing the research program of the 
Blctccicnl Laboratory, will serve on the staff of the Technical Director 
of idgt-vood Arsenal as the Associate Technical Director for Medical. In 
the absence of the Director of the Biorrtdical Laboratory, the Deputy 
Director will assure the above responsibilities. 

t 

b. As Consultant to The Surgeon General on Medical Defense Against 
Chemical Weapons, the Director of the Biomedical Laboratory will keep 
The Surgeon General informed of the current status of the program on 
medical defense against clicmic.il agents. He will in turn receive pro- 
fess! o;.al medical advice and guidance directly from The Surgeon General . 

c. The efficiency report of the Director of the Biomedical Laboratory 
will bo prepared by the Technical Director, Edge-wood Arsenal. The Cormar.d- 
ing Officer of Edgevood Arsenal will attach a letter of corcr.ent to the 
report. 7';e report will be indorsed by the Special Assistant to The 
Surgeon General for Research and Development and reviev«d by The Surgeon 
General. The Deputy Director will be rated by the Dire*. tor, indorsed 

by the Corr.andlng Officer of Edgevood Arsenal, and reviewed by the 
Special Assistant to The Surgeon General for Research ad Development. 

d. The Surgeon General will assign to the Biomedical Laboratory 

such other Aren* Medical Department personnel as arc required and authorized 
on the Table. of Distribution and rxitunlly agreed upon between The Surgeon 
Qenornl and Commanding General, US Army Materiel Cor*-md. The Special 
Assistant ter The Surgeon General for Research and Development will monitor 
Am- Medical Department personnel positions and assist The Surgeon General 
in the selection of personnel to fill them. 

4. l v e of Vo? n: t ^evs As S ubjec ts of Me*, parch. a. Ti*e Director of the 
Bio.-.ecical Laboratory, by direction of Inc Secretary of the Any, has 
full professional , ethical, civil, c..J military responsibility for 
planning and control of experiments involving volunteers utilized in 
research, performed at or under control of Edgevood Arsenal. 


bkiMM 1 ! 
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b. In compliance with AR 70-25, 26 Mare?. 1962, and/or AR 40-7, 

30 September 1969, the Director of the Biomedical Laboratory will 
submit thru US Army Materiel Command all research protocols (written 

-proposals for studies) utilising volunteers as subjects for investlga- 
- tior. of representative compounds of new classes of chemicals, not 

** previously approved, to The Surgeon General for. review and forwarding 

to the Secretary of the Army for approval prior to initiation of research 
studies. ?:o research with chemical agents using volunteers will be under- 
taken without the written consent of the Secretary of the Arcy. 

c. All research task plans utilising volunteers must ba unanimously 
approved by the ildgcvood Arsenal Medical Review Board, consisting of the 
physician responsible for the research plan, the chiefs of the Medical 
Research Division and the Clinical Research Branch, and the Director and 
Deputy Director of the Biomedical Laboratory. 

d; Upon approval by the Edgeuood Arsenal Medical Review Board, 
copies of all research task plans utilizing volunteers will be submitted 
to the Surgeon General for information and inclusion in reference files* 

5. Liaison , a. The interdependence of all phases of chemical warfare 
research necessitates the full collaboration and timely exchange of 
information between the Corn-winding General, l*S Arry Materiel Command 
and The Surgeon General. Effective coordination will be maintained and 
any needed adjustments to the program, priorities, *.id facilities will 
be made when required. 

b. The Surgeon Ceneral and the Commanding General, US Army Materiel 
Co mi and will coordinate the assignment of a Chemical Corps officer of 
appropriate grade, training, and experience tc the staff of the Commanding 
Ceneral, US Army Medical Research and Development Command. This officer 
will provide advice and coordination to The St rgeon General in the fields 
of chcr.ical operations and activities, lie will establish and maintain 
liaison with the Weapons Division, Research, Development and Engineering 
Directorate, Headquarters, US Army Materiel Cosmand, and its subordinate 

’ v comtands • 

c. The ’Surgeon General will establish and maintain liaison with the 
Itaff of the Coruxanding General, US Army Materiel Command through the 
Chief , 1 Chemical and Biological Agent Defense Branch, Preventive Medicine 
Research Division, Medical Directorate, US Army Medical Research and 

4 Development Coi^nnud. The Chief, Chemical and Biological Agent Defense 

Branch, Medical Directorate, US Arny Medical Research and Development 
Command, will also serve as Special Project Officer for Medical Defense 
Against Chemtrat and Biological Weapons within the Directorate of Health 
and Ltivironu&nt , Office c£ The Surgeon Ceneral. 


3 



d . Where appropriate, the Amy Medical Department will seek partici- 
pation of the medical services of the Kavy, Air Force, and US Public 
Health Service in providing qualified 'technical and professional personnel 
~fOr either, duty or training assignments to the Biomedical Laboratory, 
Edgevood Arsenal. 

6. Pub) icatlors . a. Any articles originating in the Bloaedical Labora- 
tory will be cleared in accordance vith change, dated 7 April 1971, to 
Section 111, paragraph 8c(3), AR 360-5, or other applicable regulations 
published subsequently. 

b, Edgevood Arsenal reports containing rtcommcndat ions concerning 
Bedlcol defense against cherdcal agents vill be .submitted to The Surgeon 
General for cocr^ents or concurrence before publication or transmittal 
to higher headquarters. 

7. Joint I' SAXC-TSG Advisory Co-.Tlttec On Medical Affects Of Deforce 
Ana i ns t Q u^rr l ea l /.rent s . a* the purpose of the above Committee, estab- 
lished in accordance with AR 15-1, 14 January 1966, vill be: 

(1) To serve In an advisory capacity to the Commanding General, US 
Artsy Materiel Comand and The Surgeon General (through the Special Assistant 
to The Surgeon General for Research and Development) on natters relating 

to the ccfiicol aspects of defense against chemical .'rents. 

(2) To review and evaluate the In-service and contract research and 
development programs conducted under this Agreement. 

(3) To evaluate the procedures for use of volunteers as subjects of 
research to insure maxinuo safety and most efficient procedures in human 
experimentation. 

b. The Committee will consist of six civilian members who are recog- 
nised authorities In appropriate technical fields. Three members will be 
appointed by the Commanding General, US Army Materiel Command And three 
by The Surgeofi General. The Commanding General, US Army Materiel Command 
and The Surgeon General will each designate one liaison representative 
tq the Commit tec, vho will serve as coordinator. Representatives of the 
Kavy, A^r Force, and US Public Health Service will be invited to attend 
meeting?} of the Commit tea as observers . 

ts. Hu* Committee will nect at least once a year at Edgcwood Arsenal 
for a critical review of the radical volunteer pro*rr.:a and once a year 
in Washington, DC, alternately at the Office of The Surgeon General and 
at Headquarters, US Aray Materiel Command. 



d. The tenure of retJbcrs of the Coreittee, other than the liaison 
representatives, will be three years. Two ne«rbcrs (one appointed by 
the Co=zianding General, US Array Materiel Cozoand and one appointed by 
“The Surgeon General) will be dropped annually and will not be eligible 
for reappointnent for one year. 


e. All reports and rccormcndations arising out of Committee action 
will be submitted to the Coma nd leg General, US Army Materiel Coc&and 
and The Surgeon General. 


3. Review And Revision. This Agreement will be reviewed annually, or 
upon request' ot V'ither party, and will be revised by joint action as 
often as necessary. 


yfa 'V? .1 )J) Hr.* J f'- 


HAL B. JENNINGS, Jr., JI.D^ 
Lieutenant General * 

The Surgeon General 
Dcpart:sent of the Army 



Cotcnanding General 
US Arc)* Materiel Cotxiand 


/ 






Date 


Date 


m / 
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LEGISLATIVE 

AFFAIRS 


ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON O C . 20301 


Honorable Edward M. Kennedy 
United States Senate 
Washington, D. C. 20510 

Dear Senator Kennedy: 

In response to your letter of October 28, 1975, the following 
material has been provided by the cognisant military department 
in response to respective questions. This is in the format 
listing your questions and our responses. 

1. Our staff has been advised by your legislative liaison 
office that the Inspector General has recently conducted an inves- 
tigation into human experimentation activities of, or on behalf of, 
the armed services. Would you furnish copies of any reports or 
memoranda reflecting the progress or results of this investigation? 

Answer: The Inspector General’s office is conducting a research 
effort to determine the facts and circumstances surrounding the 
Army’s role in the use of humans in hallucinogenic drug experimenta- 
tion. The majority of the effort to acquire and review pertinent 
documents has been completed. However, several more witnesses 
must be interviewed before the data can be analyzed and the written 
report prepared. Accordingly, completion of the research effort 
is not anticipated prior to January 1976. 

2. What has been the nature and extent of review or monitoring 
by the Navy and the Air Force concerning human experimentation 
conducted by them or on their behalf? 

Answer: a. The Department of the Air Force has regulations 
expressly establishing the procedures for the review and monitoring 
of human experimentation. Attachment 1 is composed of Air Force 
regulations on this matter. 
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b. The Navy haa had long standing instructions on 
the review and monitoring of human experimentation. Attachment 2 
is composed of Navy instructions on this matter. 

c. Both the Air Force and Navy are following these 
regulations In the approval and monitoring of research that uses 
humans as test, subjects. 

3. What is the status of the followup being conducted concerning 
persons who were subjects of human experimentation by or on behalf 
of the armed services? 

Answer: a. The Department of the Navy is currently reviewing 
hospital records for the period 1 September 1949 to 1 September 1951 
to identify patients and controls that were involved in the therapeutic 
trials of hallucinogenic drugs conducted by Dr. Savage. Approximately 
1/3 of the available hospital admission records, which list only names 
of patients, have been reviewed to date. However, in discussing the 
magnitude of the effort to locate these patients with staff psychiatric 
personnel, it would now appear that data derived from a twenty-five 
year followup would not permit conclusions regarding harmful effects 
clearly attributable to the administration of hallucinogens. Moreover, 
we have been advised that followup involving the questioning of former 
psychiatric patients could have adverse effects on the individuals 1 
mental health and is medically contra-indicated. On this basis, no 
further followup action is proposed to identify the above patients. 

b. The Department of the Army is conducting followup 
study of subjects who received LSD in the Chemical Warfare Defense 
Program. Those who participated in the in-house program are being 
identified by review of military records. Civilian institutions which 
conducted similar research under contract have been contacted but 
have not responded. Of approximately 600 LSD participants identified, 
93 have already been located. All relevant Army Staff agencies, the 
Veterans Administration, and the General Services Administration are 
actively assisting in efforts to locate the remaining individuals. The 
long interval since many of these individuals participated and the 
relative paucity of the identifying information in the original records 
make extensive manual cross-checking necessary, which unavoidably 
delays the location process. Because of the nature of the followup, it 
is imperative that identification as a participant be verified to avoid 
causing undue concern in non- participants. Nineteen of the 93 located 



participant* were examined under an earlier followup program. An 
additional ZZ have agreed to participate in followup and are scheduled 
for examination at Walter Reed Army Medical Center. The remainder 
will be scheduled for examination as rapidly as possible. The required 
medical examination is a complex one, since it must seek subtle physical 
and behavioral changes as well as more obvious ones. It includes a 
wide range of medical, neurological, and* psychological tests, many 
of which are not routine hospital procedures. The complete examine* 
tion for each individual takes about five days. To provide meaningful, 
interpretable information, efforts are now underway to identify and 
locate for examination for comparative purposes a suitable population 
of non* LSD recipient contemporaries of participants. 

c. The Air Force is assisting the Army in the medical 
followup program by taking the responsibility for locating and conducting 
the medical examination of the Air Force members who volunteered for 
the LSD studies which were performed at the Edgewood Arsenal. The 
Air Force is working with the Defense Intelligence Agency and the 
Internal Revenue Service in locating the volunteers who are former 
members of the Air Force. The medical protocol for the examination 
is being coordinated with the Army Research and Development Command 
for consistency in medical and psychiatric examinations. 

4. Documents relating to the death in 1953 of Dr. Frank Olsen, 
an employee of the IT. S. Army, as a result of the administration of 
LSD by CIA representatives, indicate that the Army was conducting 
its own investigation of the incident. Please furnish copies of reports 
or memoranda reflecting the progress of results of that investigation. 

Answer: The DAIG has not conducted an investigation into the 
death of Dr. Frank Olsen. 

5. We recently learned that an investigation by the Inspector 
General was conducted earlier this year in connection with the 
exposure of Army personnel to nerve gas during a demilitarising 
program at O Field at the Edgewood Arsenal. Please furnish a copy 
of the Inspector General's report. 

Answer: The reports compose Attachment 3. 

6. Our staff has been informed by former and present repre* 
sentatives of the National Institute of Mental Health that drug tests 
were conducted on behalf of the CIA at the Addiction Research Center 
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At Lexington, Kentucky, by NIMH during the period 1954-1962 and 
that these tests were funded by the CIA through the Office of Naval 
Research and NIMH. Were such tests in fact funded by the CIA 
through the Office of Naval Research and NIMH? If so, would you 
furnish information concerning the purpose and nature of the tests 
and copies of documents reflecting this arrangement. 

Answer: The research on synthetic codeine substitutes carried 
out at the Addiction Research Center was started during the Korean 
War. Codeine was very important to the military forces because of 
its properties as a pain killer, a cough suppressant and an anti- 
diarrheal agent. Since it was derived from opium which had to be 
imported from abroad, the Department of Defense could see the 
disastrous medical consequences if our raw material source for 
codeine was cut off. 

To avoid such a situation, the DOD encouraged the Committee 
on Drug Addiction and Narcotics of the National Research Council 
to set up a screening program on a national basis to develop and 
test new and promising substitutes for codeine. The final link in 
the screening process (testing on human subjects) was carried out 
at the Addiction Research Center under Dr. Harris Isbell. 

In 1951, the Navy through the Office of Naval Research was asked 
by the Army Surgeon General* s Office to take over the funding of this 
project from it. The Office of Naval Research agreed to this and by 
government order provided its own funds along with some funds from 
the Army Surgeon General's Office. This funding responsibility was 
later taken over completely by the Naval Bureau of Supplies and 
Accounts. The funding from the Navy expired on 30 June 1963, at 
which time the National Institute of Mental Health took over. 

Under the aegis of these government orders. Dr. Isbell and his 
research team tested 73 compounds that had been recommended by 
the National Research Council. No single substitute for codeine 
emerged that was less addictive but yet retained the advantageous 
properties of codeine. Amongst all those tested, three separate 
compounds, however, were shown to possess one of the advantages 
of codeine while being either non -addictive or much less addictive. 
These compounds were: dextromethorphan (a cough suppressant), 
darvon (a pain killer), and lomotil (an anti- diarrheal agent). These 
pharmaceuticals are currently being used medically to a great extent. 


4 
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Attachment 4 is the final report on this project submitted by 
Dr, Isbell shortly after the conclusion of his Navy support. There 
is no indication in this report or in -the ONR files on this project 
that the CIA funded any of Dr. Isbell* s research through the Office 
of Naval Research, 

7. Documents furnished to the Subcommittees by the Air Force 
indicate that there were contracts^ between the Air Force and the 
Baylor University Medical Center for the conduct of drug tests 
during the period 1956 to 1961 and between the Air Force and the 
Houston State Psychiatric Institute from 1964 to 1968. Dr. Neil R. 
Burch was listed as an investigator on all of these contracts. 

Dr. Burch has stated publicly that he was instructed by the CIA 
in 1964 to apply for the funding of tests to the Air Force and that, 
although the records indicated that the subsequent funds come from 
the Air Force, they in fact come from the CIA and the tests were in 
fact done for the CIA. Did the CIA fund the tests conducted by 
Dr. Burch from 1964-1968 through the Air Force? Is so, would you 
furnish information concerning the purpose and nature of these or 
any other tests funded by CIA through the Air Force and copies of 
documents reflecting this arrangement. 

Answer: The Directorate of Life Sciences under contract 
AF18(603)79 supported research at Baylor University College of 
Medicine from 1956-1961. The Principal Investigator is listed as 
Dr. William T. Lhamon, Chairman, Department of Psychiatry and 
Neurology. Dr. Neil R. Burch is listed as "assistant professor 11 
and "director aeromedical project." There is nothing in our records 
to indicate that the funds for this research were other than from 
AFOSR. Dr. Neil R. Burch is listed as Principal Investigator 
under the following AFOSR contracts monitored by the Directorate 
of Life Sciences with the Houston State Psychiatric Institute: 


AF-AFOSR-727-65 

1 Jul 64 - 

30 Jun 65 

AF- AFOSR- 9 51- 65 

1 Jul 65 - 

30 Jun 66 (Continuation 
of previous work) 

AF-AFOSR-951-66 

1 Jul 66 - 

30 Jun 67 (Continuation 



of previous work) 

AF-AFOSR-951-67 

1 Jul 67 - 

30 Jun 68 (Continuation 
of previous work) 


5 
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These research efforts were the result of unsolicited proposals 
from Dr. Burch, and the stated objective of these studies is 
identified in attachment 5* The CIA utilised USAFOSR contracting 
capabilities to fund these grants, which were for the purpose of 
developing an improved polygraph. Hq USAF is not in possession 
of more detailed information, other than that already provided by 
the Surgeon General's office. For information regarding Dr. Burch's 
statement of CIA involvement, inquiries should be addressed to the 
Central Intelligence Agency. 

It is hoped that this information will be helpful to you. 

Sincerely, 


? 

c — < 

‘v J Johi 




Y _ t -- -j 

V/ John M. Maury 

Assistant Secretary of Defense 
for Legislative Affairs 


6 
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I 

During the period 1958-1972# the Air Force commies loner 
several research studies to inquire into the effects of 

'i 

hallucinogens* These studies were conducted to investigate 

i 

possible uses of the drugs in treating severe psychiatric 
disorders and to investigate human behavior patterns 
inherent in use of these drugs. All of the studies were 
conducted by civilian researchers at leading universities 
and medical schools. The tests were conducted in 
controlled clinical areas# at reputable institutions and py 
highly qualified investigators. 

A list of contracts sponsored by the Air Force 
(primarily Office of Scientific Research) follows; 

- Duke University School of Medicine# 1958-1960# 
Contract f AF-49 (638) 354# used five (5) civilian' 
volunteers, $80,000, results contained in report I AD-608 
,402 . 

- UCLA Brain Research Institute, 1961-1967# Contract 
I's AF (630) -1387 , AF-AFOSR 61-81# AF-AFOSR 246-63# using., 
animals (cats). Results contained in reports f AD-653 680 
AD-623 497# AD-622 846, AD-623 Q60. 

a 

- Instituto Superiore di Sanita Rome (Italy)# 

j 

1960-1961, Contract f AF- 61 (052)-399, using rabbits; 
report I AD-414 045. 

Tufts University, 1962-1965, Contract I AF-AFOSR 

i 

62-11, $10,000, 20 civilian volunteers participated in a 
mescaline study; report I AD-615 698, 



530 


^ Minnesota University Department of Pharmacology,. 
196£j-1968, Contract I AP-AFOSR 764-65, AP-AFOSR 1334-67, 
$ 56 ,o'oo for human research studies involving 12 
psychiatric patients and 30 civilians. Animal studies 
also conducted. Results contained in reports | AD-647 796 
AD-686 793, AD-686 593, AD-740 438 # AD-686 595, 

- Missouri University Institute of Psychiatry, 

1969-1972, Contract I AF-AFOSR 1821-69, $56,000 for 
research using seven (7) psychiatric patients, Results in 
report t AD-740 431, • 

- NYU, March 1960, contract f AP 33 (616) -6103, 
$20,000, using 30 civilians. Results contained in report 
AD-240 935. 

The reports may be obtained from either the Defense 

f 

Documentation Center, Cameron Station, 5010 puke street, 
Alexandria, Virginia 22304, or the National Technical 
Information Service, 5285 Port Royal Road, Springfield, 
Virginia 22151. 

Dollar figures are approximate and represent those 
portions of the contractor's research program used for 
hallucinogen or drug research. 
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Air Fore* Funded Contracts 
. • ■ . for .*•'•■ 

Fsychotoalaetie Research! 
Human Involvement . 

, • ■ • 


1. 

2 . 

3. 

4. 


5 . 


How York University. I960. Contract Nuaber 
AF 33(616) -6103, 

: " . 


Duke University School of Medicine. 1958- 
Contrpet Nuaber AF 49(638) ^J4. v 

• ■- :i.' 

Tufts University 
Contrect Nuaber 


• u > v Vs 

y Medical School ,1962-196?. 
r AfO$R 62-11, , dv^V 


Minnesota University Paper taent of Fharaaeology, 
1963-1968, Contract Nuaber AF-AVOSft 764-65, 
AF-AFOSR 1334-67 1 ' • . . ’r )’ • • 


Missouri University Inetltuta of .Psychic* 1969- 
1972, Contrect Nuaber AF-AFOSR 1821-69, V ,, 



September 2K , V)7. 


Honorable Frank Church 
Select Committee To Study Governmental 
Operations With Respect To Intelligence- 
Activities 
United Stoteo Senate 

Dear Mr. Chairman: 

In a recent Joint hearing before the Senate Subcommittee on 
Health and the Subcommittee on Administrative Practice and 
Procedure, the Otncrel Counsel of the Army, Mr. Charles 
Ablard, presented a prepared statement containing the 
following porograph : 

In vice of the results of the- clinical exper- 
imentation ot Edgewodd Arsenal, and in recog- 
nition of the limited capability to structure 
realistic interrogation situations in a lab- 
oratory c-nvlravicnt using volunteers, a pro- 
posal was submitted by the U.S. Amy Intelli- 
gence- Center, in coordination v:ith the Chemical . 
Warfare Laboratories , to conduct field experi- 
mentation in conjunction with actual interrogation 
situations. This proposal was approved by the 
Array's Assistant Chief of Staff for Intelligence , 
end subsequently two series of fic-ld tests were 
conducted. 

The Subcommittees met in closed session on September 12 with 
the Deputy Ocneral Counsel of the Array, Hr. Richard Carney, 
to clarify the- background and ijqpllcatlonooof Mr. Ablnr-l's 
stoteoent. A copy of the transcript of that acaslon is 
appended. 


i tup i 
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Honorable Fsmnk Church 
September 197: 

Pace C 


Hr. Carney stated that the 8elfct Committee already has Infor- 
mation concerning the use of drugs in connection with 
intelligence activities. At the same time, the issues 
raised appear to be beyond the scope of our current inquiry 
respecting government drug reoearch on humans. Consequently, 
the members of both Subconmitteessbelleve that additional 
follow-up on the Implications revealed in the attached 
should be undertaken by the Sftlect Committee. 

Ve believe the Select Committee should determine what 
actlqn is necessary to pursue these issues further, and 
we urge the Select Conmittec to provide the Congress with 
such findings and recommendations on them as the Cooanittec 
believes are warranted. 


81nccroly, 


Edward H. Kennedy 
Chairman, 

Subcommittee on Administrative 
Practice and Procedure 
Subcommittee on Health 




II. Description of DOD and Service Review Mechanisms Sub- 
mitted to National Commission for Protection of Human 
Subjects of Biomedical and Behavioral Research. 
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8 August 1975 


COL C.C. IttClure, M.O. 
Director 

Biomedical Laboratory 
Edgev-opd Arsenal , MO 21010 


Dear COL McClurm, 

1 an writing this letter to document my distress concerning the sudden 
discharge or medical Volunteers fron our research program on 29 July 1975 
end the nanner In which the situation »ns handled. I would hope that this 
letter ray be forwarded through the chain of command to the appropriate 
authorities because fundamental medical and ethical Issues have been 
raised In my nlnd over the propriety of this precipitous decision. 

As background let me explain that as a renter of the Clinical Investigations 
Section of the Medical Research Division It was and Is my responsibility 
to minister to the nedletl problems of the volunteers who enter our 
program. This not Inly Involves overviewing the entire Inprocessing 
medical evaluation, but also Involves the ongoliaf follow up and 
resolution of the nodical illness of o<ir volunteers. While this function 
has never been an officially designated one. It was an Implied one 1 
assisted as a natter of routine some fifteen months aco when our physician 
strength Intthe laboratory was reduced by 50%. It Is a responsibility 
which I consider, and have always considered, of paramount Importance to 
the hpran research program, exceeding ny responsibilities for research, 
because of the need to avoid subjecting any volunteer to undie risks which 
■right be complicated by existing medical problems. 

In virtually all of the five groups of volunteers that I have been 
responsibility for Inprocessing we have. In the course of their evaluations, 
uncovered active medical problems, rar.glxi In severity fron minor to major 
Illness, In 25 to 30% of cur subjects. Because of cur desire to avoid 
utilizing persons not fit to partlclpete In studies. ar:d because of a 
promise and comltnent to the volunteers to nlve then the most thorouoh 
medical evaluation most of them will erer probably have, a considerable 
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S/.EE'-SL-PC 8 August 1975 

A 

prtl'in of my t* 4- ** has been srent In obtaining thwough attention to 
ev.r* t "? rost minor of their proDlens. Upon discharge from the 
prr-rr those prot’ars that are not resolved are documented to the volunteer, 
an* 00 Ms medical r-xandip, letters to Chief Medical Officers at hone 
duty stations are written when deemed necessary. 

The directive of 2? July 1975 to return the present group of 36 volunteers 
to thslr home duty station on eioht hours notice, without even the 
courts* - / of prior consultation with either Or. Sldell or nyself at the 
very feist demonstrated an absolute lack of respect for the well being of 
these Individuals, and completely underlined our efforts to discharge 
our medical responsibilities to then. 

Of the 3fi volunteers, 12 of them had unresolved problems; and of these 
twelve I was only able to appraise four of then personall^of the status 
of their nedlcal problem at the time of discharge. While letters were 
sent to the Chief Medical Officers of seven other volunteers together with 
copies of our extensive work-ups. It has been ay Impression tn the past 
that these letters are generally disregarded by dispensaries at home duty 
stations If they ever reach the appropriate destination. Hence 1 am 
left with the distasteful thought that some of these Individuals may 
never rrcelvedappropriate medical follow up. Had I been given even one 
hour to talk to these volunteers, this trouble could have been avoided. 

It Is Ironic that the current Investigations being conducted by the 
Dipartrent of the Army were Initiated, presumably In part, to Identify 
and possibly rectify Improper medical practices of the past, because 
the action of sumarlly discharging our volunteers makes the Army respon- 
sible, In fact, for the same types of Injustices of which It Is being 
accused. 

I refuse to accept the ethical responsibility for any consequences of the 
aforementioned decision about which neither I nor Or. Sldell was consulted. 
Though this type of situation will hopefully not arise again, I would 
hope that more thoughtfulness would be exerted In the future. 

Sincerely, 



/jcwi/j6sseisoh /m. 0. 

( MU', *£ / 

v— Clinical Investigations Section 
Medical Research Division 
Biomedical Laboratory 
Edgewood Arsenal 
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Mr. Michael 8. Yeslcy 

Staff Director* National Omission 

for tho Protect ion of Huuan Subjccto 

of Bio, *ed leal and Behavioral Research 

Westwood Building, Rooo 125 

5333 k’estberd Avenue 

Bethceda* dryland 20016 


Dear Kr. Yeslcy: 

The following points of information concerning h-r;«a subject reaearcfi vitiiln 
the Dup* rerant of Dcfnr.rc (00!)) are provided in ri.vpo.ioc to the telephonic 
reboot of 29 July 1975 froa Hr. Albert Glovjcly %;f your staff. 

On Ac tion 1 ? Is thero any classified research inv. lving hu&an subjects end 
Investigational drugs now in progress within tiie LOO? 

Answer s There Is no classified research in progress within the DOD involving 
inveotlgat total drugs in hitaan subjects. 

Q‘ moti on 2 : Wiat arc crumples of ''unclassified t * tidings associated with ouch 

(clinsificd) studies which the Food and Drug A/jsi.-.ls trot ion (FDA) should bo 
evare of in order to ®/*!;e s sound evaluation of nun-classificd studicn pro- 
posed on the oat* o or slirtlar drugn" ascrofcxrcJ to in the 24 October 1975 
Metso rendu* of Understanding (MOD) between tho Foor and Drug Adnlnictratlon 
and the Departuuat of Defense? 

An cwori This language was Inserted In tho 1965 version of tho K0U, end 
retained In tho 1974 version of tho MO0* to cover the contingency that such 
Information ulpht be developed. The historical cvrperienco to this tic:e has 
not provided examples of such luformtion which hr a been formally tVAvu-iited 
from the DOD to tho FDA. In the case of Army aarptrlnonts with LSD* Army 
classified research apparently did not establish cay find in so of untoward 
effects which were not already veil known and adequately reported in tho 
open scientific literature. 
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Question 3t Bov la contracted or ex trammel huaan a object reeearch rcvlcved 
at agency level? £ 

Amr.mr t Within the Amy, the guidelines contained In Amy Regulations 70-25 end 
40-7 are applicable to contracted end other extrateural work. Coploa of thoso 
regulations have already boon provided to you* Standard contract clauaeo 
(Znclosuroa 1 end 2) bind investigators to follov thuse guidelines, Contract* 
proposing work vlth investigational drugs in hurana mat contain both clauses* 

The clause entitled "use of humn subjects" stipulates that tho research r.ust 
be reviewed and approved by a local Institutional review coanlttee as set forth 
In 45 CVa 46* 

• _ 

Extra&unal research proposals involving button subjects sponsored by tho US Arry 
Medical Rcuearch and Rrryolopnent Cosmnnd (US/^!TU>C) rust bn ravieved by the Hit - to 
Uco Rcvicv Office (Office of The Surgeon General) ar. \ ths USAKSDC Contract lVivirw 
Board* 11. a CctT'r.r.der, US/JSDC v reviews contract pvepoealo if they involve 
children* lsistitotionnli'.uul subjects or pregnant w.*a?v or if the Ccntroct Rcvirw 
Board forvxrdo ptof-osala to hirt. Ths co. '.position cr.A oparatlon of the Contract 
Review Rosed is outlined In U'.*A!D2>C Regulation 70-7, Incloauro 3* Propooalr. 
Involving Investigation'll drugs must nloo be reviewed by the Amy luvc&ti^ntlonal 
toview lio^nt* In Edition to ths regulations cited above, the current 
Bc-nnrtnent of Health, *Ed j^ution, *md Welfare QA'.'C?*) regulations on protection of 
huran subjects (45 CFit 45) arc applied In ths course of thieoreviev. llioro j-uid:?- 
lines and othcro that evo applied in pmctice avo reflected In U3/£(KDC Regulation 
70-25 vhich-is now In final stares of preparation fer publication* A cruft xo 
provided as Incloaura 4* USAI.I-BC policy on project slta vlolto ic attached 
(XucloRurs 5)* Although the lcrft* bull: of Amy A*tr.~uural btosiedical monarch 
involving huTian subjects Is supported by US&£li)C, 1 Relieve that there nxy bo a 
few similar contracts supported by other Amy agencies. The provisions of fj. 70-M 
and the contract provision aro applicable to then iu> veil. However, tho eg.ency 
level review procedure# they etiploy ore unfoalllcr to wo. 1 will send you this 
in for not ion when it la available* A wore detailed description of tha Array's 
review process for other typos of work involving Huloq subjects in provided as 
Xnclosuro 6* 

Within the Departr^nt of the Wavy ell contracted or extramural hutcan subjects 
research is processed through tho Office of Haval Research, Arlington, Virpin:*ft 
22217* All ouch contracts arc reviewed by the Director, Biological Sciences 
Division* Navy policy on protection of huuan oubjccts in this research la net 
forth in Secretary of the Wavy Instruction 3900*35 (Znclootsr* 7). Bach principal 
Investigator certifies in writing that he Is aware of, etui vill abide by the Wavy 

policy as stated in Code 600 Heaoranduai Uo. 97 A (Znclosure 8), 

• 

Within the US Air Force, contracted work involving Intacta subjects is handled 
through ths Air Force Office of Scientific Research (AF0SR) • Air Force 
Regulation 80*33, Use of Volunteers In Aarospace Research (Znclosure 9), 
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Mr* Michael 8* Teslsy 

contains policy procedures ti.. insuring tho safely and wall being of hudtn 
subjects in Intramural and e^nrnvursl programs a; msorod by tho Air Force* 
Although this regulation stipulates that it applies when subjects are 
Government employees, the sans policy is applied to contracted projects 
involving other subjects* After professional review, contract proposals, 
ars reviewed by tho AT05R Procurement Review tcer it toe which oocertnlns 
that projects have been approved by n local larclrdtlonal review comlttoe 
which gonorally meets DHEW requirements. Stands* J clauses oo human subject 
research are not used In Air Forco contracts* 

Sincsrsly, 

i S'gntd 

J ft F. £• 

9 Incl RICHARD F. riqUIST, M*D* 

As stated Colonel, KC 

Acting Assis tant Surgeon General 
for Rcooarch and Development 


*** 


3 
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MF1: ttr provides requested by Hr* Clowasky, Staff member for 

Hatlonal Commission for Protection of Human Subjects. Input was requested 
from USAF and USH* Both * rvices concurred In draft to answers 1 and,2 
and provided suggested res onaes to question 3 (BC E. J* Clark, MC, ufiUP 
and D. 1, Cuatla, Vico Admiral, MC, USNp. Additional telephonic Input vas 
obtained on question 3 from Navy (CAPT Brodlne, )«C, Cdr, liMRDG, phono 
295*1453, Ur, Pollard, Life Sciences Directorate, Office of Naval Reoeuvch, 
phone 0X2*4051) and Air force (T.TC I'elukopf, Dir ec torn teoof Life Sciences, 

AP Office of Scientific Research, phono 0X4*5041, and Hr. Paso, AFOSR 
Procurement Division, Chairman, Procurement Review Committee, phone 0X4*4967). 


CONCURRENCES: 


Co, 6*i*\ /. 


"'O V z <"£ 


UsT Navy, Offica o t the Surgeon General fadf 


0 bfcr.<. 

US Air /force. Office o t' the Surgeon General 




ACTION: Major Michael V. Johnston 


, KC, Ci UUUC/uja/38065 

U . 
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PSE OF HUMAN SUBJECTS 

1. The following definitions ere used in thle clause; 

a. At risk means that tne human subject map be exposed to the possibility 
of harm - physical 9 blolog'«:«tl,* psychological , sociological, or other • as i 
consequence of an act or omission which goes beyond the application of those 
■established and accepted methods or procedures thich are In his best interests 
or which Increase ordinary risks of daily life. Including the recognised risks 
Inherent in his chosen occupation or field of service. 

b. Human subject means any human being who* knowingly or unknowingly, is 
subjected to an act or omission, whether at riel or not, the object of which 
Is to contribute to knowledge to be gained as apart of work to be performed 
under the scope of this contract, 

2. The contractor, before undertaking to perfotm any study involving human 
subjects, shall Insure thst the following mlnimca conditions are complied with 

a. The proposed study has been reviewed ant' approved by a committee meet- 
ing the requirements set forth in Chapter 46 of T|tle 45 of the Code of Federa 
Regulations, This review shall determine whether these subjects will be at 
risk. 

b. The number of human subjects used will le kept to the minimum number 
which will reasonably achieve the ‘required results, 

c. The study must be such as to contribute significantly to medical know- 
ledge, and have reasonable prospects of yielding important results which are 
not obtainable by other methods or means, 

d. The study will be conducted only by pertons, possessing the requisite 
scientific qualifications. The highest degree rf skill and care will be 
required during all stages of the fctudyof persons who conduct or assist in 
the study. 

e. The human subject will be Informed thst at any time during the course 
of his participation he has the right to revoke his consent and withdraw from 
further participation without prejudice to himself. 

f • If the study has previously been determined to Involve human subjects 
not at risk, participation by subjects will be ixmedlately terminated if it 
subsequently appears that risk la, in fact, l ov lived. 

g. There shall be no .greater intrusion into the privacy of the human 
subject than la absolutely necessary for the conduct of the study involved. 
Except for the submission of reports and other data required by this contract, 
any information obtained about a human subject «s a result of his participa- 
tion shall ba held aa confidential as the law allows. 
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3* The contractor, before undertaking to perform any study Involving human 
subjects st risk, shell , in addition to the above. Insure that the following 
llnlwa requirements ore coop lied with: 

e. The study will be conducted so ss to ovoid all unnecessary physical 

or mental discomfort, suffering, or injury, :r 

— - ■* 0 

b. Ho study will be conducted if there is any Inherent reason to believi 
that death or disabling Injury Is likely to occur. Sufficient animal or 
laboratory experiments, or other evaluations, must have been completed to 
give assurance of acceptable risks prior to the use of human subjects, 

c. The degree of risk to be taken will never exceed that tdtlch is Justi- 
fied by the benefit to the subject and/or the humanitarian importance of the 
knowledge to be gained, 

d. Proper preparations will be made, and adequate facilities provided, 
to protect the subject against all foreseeable possibilities of Injury, dis- 
ability, or death. This Includes hospitalisation and medical treatment as 
may be required, 

a. Human subjects will have no physical or mental conditions which will 
make participation more hazardous for them than it would be for normal health 
persons, unless such condition is a necessary prerequisite for the particular 
study Involve d. In any s uch case, the use of human subjects with such pre- 
existing conditions must hove been specifically provided for in the scope of 
work to be performed under this contract. 

f. The scientifically qualified person conducting the study will be 

prepared to terminate the subject's participation at any stage if he has reas 
to believe, in the exercise of the good faith, superior skill, and careful 
judgment required of him, that continuation la likely to result In injury, 
disability, or death to the human subject. * 

4, The contractor, before permitting any person to participate as a human 
subject, whether at risk or not, shall Insure that the following minimum con- 
ditions are complied with: . 

. • • */ * y 

a, legally effective Informed consent will be obtained by adequate and 
appropriate methods in accordance with the provisions of this clause. 

b # All consent must be voluntary. It must be the knowing consent of the 
individual or his legally authorised representative, so situated as to be able 
to exercise free power of choice without any use of force, fraud, deceit, 
duress, 'constraint, coercion, or unlawful or improper inducement. The basic 
elements of Information necessary to such consent include: 

(1) A fair explanation of the procedures to be followed, and their 
purposes. Including identification of any procedures which are experimental $ 
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(2) A description of my etc cod me discomforts or risks reasonably 
to bo anticipated; 

(3) A description of any benefits reasonably to be anticipated; 

(4) A disclosure of any appropriate alternative procedures that blight 
be advantageous to the subject; 

(5) An offer to answer any questions concerning the procedure; and 

(6) An instruction that the subject is free to revoke his consent and 
to discontinue participation at any tine, without prejudice to hlaaelf. 

c. Exculpatory language through which the subject la mads to waive, or 
appear to waive, any of his legal rights, including any release from liability 
for negligence, is prohibited. 

d. Consent by a subject or his legally authorised representative shall 
be obtained in writing whenever it is reasonably possible to do so. The 
consent form may be read to the subject or his legally authorised represents* 
tlve, but in any event he or his legally authorised representative must be 
given adequate opportunity to read it and to ask »any questions they might have 
This consent form should then be signed by the subject or his legally author!) 
rapresentative and by a witness not directly involved in the study. Orsl 
consent may be used only when it has been specifically provided for in the 
scope of work to be performed under this contract or approved in writing by tt 
contracting officer. When so authorised and msed, oral consent is subject to 
all the same standards as apply to written consent, except that the signature 
of the subject or his legally authorised representative is not required. 

5. The contractor shall not undertake to conduct either the clinical pharma* 
cology or clinical trials of an Investigational drug unless this contract con* 
tains the clause entitled "Clinical Study of Investigational Drugs.” 

6. Prisoners of war will not be used under any circumstance*. 
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l. lh« contractor , before undertaking to conduct either the clinical 
pharmacology or clinical trials of an investigational drug under a 
Department of the Army contract, shall submit for the written approval of 
The Surgeon General, Department of the Army, a signed completed applies* 
tlon and three copies to HQDA 'SGRD-DR) Washington, DC 20314, using the 
following format: 

Investigator's statement 

I. background Data. 

A. Mama of investigator . 

B. Dhte of request. 

C. Rame or other clear identification of drug. 

D. Name of manufacturer or other source of .drug. 

B. Qualifications of investigator in detail or by reference to 
details already on file in Army records. 1 

F. Name and address of facility or facilities vhere investigations 
will be conducted. 

G. All known relevant information about pest use or pertinent 

reference thereto available to both the investigator and the drug supplier, 
Including all precllnlcai data, and all other Infoimatlon justifying the 
clinical investigation (i.e., the safety and rationale of the proposed 
study) . ' 

II. Flan and Conduct of Proposed Clinical Investigation. 

A. 8peclflc purpose and military need for or urgency of proposed 
clinical investigation. 

B. Approximate number of subjects, their age, sex, condition, and 
other pertinent information relevant to the conditions of the investigation 

C. Number of subjects to be employed as controls (if any) and same 
information as in B above for such controls, 

D. An outline of the phsses of the investigation already planned 
either in detail or by reference to details already on file in Army records 
This outline may include reasonable alternates and variations, and will be 
supplemented or amended when any significant change in direction or scope 
of the investigation is undertaken. 
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E. Description or copies of forms used to record date. 

2. the contractor shall ensure that each of its investigators who 
conduct either the clinical pharmacology or clinical trials of an inve»ti- 
gatlonal drug will maintain a record of clinical investigation separate 
from the patient's clinical record. This record of clinical investigation 
shall include, minimally, a U;t of patients receiving the Invest! gat ion Sri 
drug; name, lot number, date, and quantity of investigational drug prescribed; 
cast histories; the details of clinical observations, testa, and laboratory 
procedures carried out on each subject before, during, and after administra- 
tion of the drug In question. 

3. Tha contractor shall also ensure that alther the responsible investi- 
gator or a responsible individual designated for the purpose vlll vain tain a 
complete record of each Investigational drug us ad under a Department of the 
Army contract for at least 3 years after completion of tfte investigation drug 
study. This 'record shall Include the foilovlog informations 

a. Name of drug. 

b. Manufacturer, or other source of drug. 

c. Amount end date received. 

d. Expiration date, if any. 

a. Lot or control number. 

f. Date of authority to use. 

g. Names of individuals author issd to prescribe the drug. 

h. Names of prescribing physician or dentist. 

1. Data on which use of the drug is terminated, if applicable. 

j. Date on which use of the drug mas approved for general u»e 
as a safe and efficacious drug % If during course of investigation. 

4. Tha contractor shall submit progress reports to HQDA (SGED-DR) Wash- 
ington, DC 20314, at least once annually, and shall submit a final report 

on termination of the investigation. In addition tha contractor shall promptly 
report to HQDA (SGRD-DR) any unusual or important observations occurring 
during tha courts of the Investigational drug study, particularly if they Involve 
any adverse effect that may be regarded as caused by the new drug; If tha 
advaraa effect la alarming, It shell be reported to HQDA (SGRD-DR) lamed lately . 



5. Condition* Agpilc.bl. to CUnlctl Inv>»tl*.tloo of Hew Pn»« . 

Thi contractor shall ensure that eha investigational drug is administered to 
subjects only under tha par son a l supervision of the rasponsibla Investigator 
or a qualified parson to vhoe tha rasponsibla investigator has delegated this 
authority* the contractor sh# Y l also ensure that all subjects participating 
In the investigation or their representatives are fully informed and undef* 
stand that the new drug la be lug used for investigational purposes, the 
written consent of the subjects, or their representatives, shall be obtained 
except %diere this la not feasible or, in the responsible investigator's pro- 
fessional judgement, is contrary to the best Interests of the subject. When 
the purpose of administering an investigational drug is not to benefit the 
Individual to vhou It is administered, final approval for the use of volunteer 
subjects shall be obtained as provided in paragraph 6 , Aft 70-25. Benefit to 
the individual is defined as the administration of a drug to an individual* 
expected to result in the diagnosis, mitigation, troatment, cure, or prevention 
of disease or injury of the same individual. 
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USAMRDC Reg 70-7 


nrPARTMPMT HP TIIP AHHY 

US ARMY MEDICAL RESEARCH AND DEVELOPMENT COMMAND 
Washington, DC 20314 


REGULATION 22 Juno 1973 

NUMBER 70-7 
Change No. 2 


Research and Development 
PROCESSING OF UNSOLICITED PROPOSALS 


1. USAMRDC Regulation 70- 7 , 28 September 1972 , is changed 
as follows: 

Para 8b Add: (4) The Forms 1498 on projects from ARO- 
Far East and VRO-Europc will be nrenared by those organiza- 
tions 9 not by Headquarters, USAMRDC. The Forms 1079 will, 
however, be completod on all projects regardless of origin. 

i 

2. This transmission sheet should be filed in the front of 
the publication for reference purposes. 

SGRP-RP 

FOR THE COMMANDER: 


/STEPHEN E. 


HACKETT 


lLT'-MSC 

Adjutant 


DISTRIBUTION: 

A$C plus 1 cy ea 
Indiv concerned 
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USAMRDC Reg ,70-7 


DEPARTMENT OF THE ARMY 

US ARMY MEDICAL RESEARCH AND DEVELOPM BYT COM AND 
Washington, DC 20514 


REGULATION 
NUMBER 70-7 
Change No, I 


23 February 1973 


Research and Developaent 


PROCESSING OF UNSOLICITED PROPOSALS 


\ 

( 

/ 


1. USAMRDC Regulation 70-7, 28 September 1972, is changed as follows: 

a. Par* ic(3) Insert: AR 705-5 (70-1) be fire Amy Research and 

Development. 

b« Para lc Add: (4.) AR 70-40, US Amy Grcups (Research Offices) 

Overseas. 

c. Para 2 Insert: after USAMRDC "for review,* funding, and/or 

contractual action." 

d. Para 2 Add: Those that come from US Amy Research Offices 

Overseas are addressed in paragraph 8. 

e. Para Sb(2)(c) Add: after proposal, "except in the cases of 

US Amy Groups (Research Offices) Overseas." 

f. Para Sb(S) Add: after Project Monitor: (Sec also [11] [e] 

and (16) and paragraph 8). 

g. Para $b(18) Add: (c) prepares Gold Flow Determination and 

Findings docuaient on any accepted proposal from US Amy Groups 
(Research Offices) Overseas. 

h. Remove page 13 from original regulation and insert new pages 
13 and 14. 

2. This transmission sheet should be filed in the front of the pub- 
lication for reference purposes. 

SGRD-RP 

FOR THE C0MANDER: 


1LT, NSC 
Adjutant 

DISTRIBUTION: 

A I C plus 1 cy ea 
Indiv concerned 
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DEPARTMENT OF THE ARMT 

US ARMY MEDICAL RESEARCH AND DEVELOPMENT COMMAND 
WASHINGTON, DC 203 U 

REGULATION 28 September 1972 

NUMBER 70-7 

Research and Pevclopmcrt 
PROCESSING OF UNSOLICITED PROPOSALS 


1* References . 

a. Armed Services Procurement Regulation (ASPR) . 

b. Army Procurement Procedure (APP) . 

c. Army Regulations! 

(1) 70- S Grants to Non-Profit Organisations . 

(2) 70-55 Management of US Army R6D Centers and 
Laboratories. 

(3) Army Research and Development. 

2. Purpose . This regulation establishes procedures for pro- 
cessing unsolicited research and development proposals from 
sources outside USAMRDC for funding or coitractual action. 
Proposals may come from other DA agencies, other DOD agencies, 
other government agencies and from non-goiernment organiza- 
tions as defined in paragraph 3. 

3. Definitions . For the purpose of this regulation, the 

following terms are defined to provide uniformity to all 
staff offices. ^ — 

a. Contractual Action - includes all contracts and 
grants, changes, extensions, and renewals. 

b. Extramural R$D Proposal - all reqiests for support 
of RftD originating from non- government organizations. 

c. Miscellaneous Obligation Document (MOD) - the docu- 
ment used to reserve USAMRDC funds for use of government 
agencies other than the # Department of Defense where a com- 
monly used form is not 'feasible. 


♦This Regulation supersedes Regulation Nuiber 70-7, dated 
21 September 1970. 
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d. Military Interdepartmental Purchase Request (MI PR) 
the document used to provide USAMRDC funds to other Military 
departments within DOD. 

e. Intra-Army Order - document used to provide USAMRDC 
funds to other Department of the Army organisations. 

« 

f* Proposal - request for funds or resources with which 
to finance research and development . } 

4. Applicability . This regulation is applicable to all 
personnel oT this Command involved in processing research 
and development proposals from sources outside USAMRDC for 
funding and/or contractual actions by this Headquarters. 

5. Chronological Sequence of Responsibilities . 

a. General. Proiect Monitors, Staff Officers, or per- 
sonnel assigned to subordinate elements will advise prospec- 
tive investigators to submit proposals, new or renewal, in 
three (3) copies to the Commanding General, US Army Medical 
Research and Development Command, ATTN: SGRD-1D, Washington 

DC 20314 . 

(1) Each individual involved in the processing of a pro 
posal is responsible for insuring timely action on new and 
renewal proposals. 

(2) Each technical directorate or separate division is 
responsible for photocopying necessary quantities of any pro 
posal for which it is designated as responsible office. 

(3) All proposals received by a Project Monitor, Staff 
Officer, or laboratory staff, will be proaiptly recorded with 
Proposal Coordinator, Information Systems Division. 

(4) A Contracting Officer, by law, la the only person 
authorized to enter into contracts or to change the terms 
or conditions of an existing contract. 
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b. Specific duties cf individuals and offices. 

(1) Principal Investigator forwards proposal to Informa- 
tion Systems Division, USAWRDC. 



(2) Proposal Coordinator (ISD) receives, registers, 
acknowledges, initiates administrative records and distri- 
butes proposals. 

(a) Receives all copies of each proposal, files original 
copy by Control Number for later use. 

(b) Registers all proposals received; minimal data will 
include name of principal investigator, name of performing 
organization, title of proposal, date that proposal was re- 
ceived, technical directorate assigned review, and CONTROL 
NUMBER. 

(c) ' Prepares and sends pre-printed cards (OTSG Form 499) 
(Appendix A) to Principal Investigator and the business office 
of the performing organization, acknowledging receipt of pro- 
posal. 


3 
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(d) Completes block 1, 2, end 3 of OTSG Form 1079 (Ap- 
pendix B) and attaches it to copies of proposal being sent 
to technical directorate .'or review. (Control Number and 
date prepared are placed »;n OTSG Form 1079.) 

(e) Attaches DD Form 1498 (Appendix C) with Control 
Number at top. 

(f) Attaches copy of OA Form 2496 (DF) , Subject: Review 

of Proposal. (Appendix D). 

(g) Maintains a 30-day suspense file for proposals sent 
to Project Monitors through the Directorates. 

(h) Rejected proposals will be destroyed after ninety 
days. 

(i) Proposals approved by the Technical Directorate will 

be forwarded with the completed OTSG Form 1079 to Logistics 
Division for contract negotiation. » " 

(3) Diagram of Downflow of Technical Review Process: 


Information Systems Division 
Proposal Coordinator 


Director, Directorate 


ft 

Division Chief 


r isd 


— « 






I 


Technical Expertise 
Ou.tside HQ, USAMRDC 


4 
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( 4 ) Director or Separate Division Chief: 

(a) Reviews all proposals for relevance to Directorate 
or Division mission. 

(b) Forwards any proposal without attached OTSG Form 
1079 and Control Number to Proposal Coordinator for action. 

(c) Returns proposal to Proposal Coordinator if not 
relevant to mission. 

(d) Assigns relevant proposal to appropriate Division 
or Project Monitor for action. 

(5) Project Monitor: (See also (11) (e) and (16).) 

(a) Reviews proposal for completeness,’ scientific merit, 
military relevance. 

i 

(b) When appropriate, refers proposal to another staff 
member, subordinate element, advisory board or committee and 
consultant for review, evaluation and recommendations. In- 
sures timely response to prevent delay in final action. 

(c) If needed, requests literature searches and/or as- 
sistance in determining other US Government support for pro- 
posal under consideration through Information Systems Division. 

(d) Whenever possible, attaches actual review comments 
to OTSG Form 1079. 

(e) If proposals are recommended for approval, assembles 
recommendations and processes as follows: 

1. Completes OTSG Form 1079 insuring that the subjects 
in blocks 4 through 29 are given special attention and where 
necessary discussed in Comments, block 51. The comments in 
block 51 need not repeat comments of otheT reviewers attached 
to the 1079. Where the Project Monitor is in agreement with 
other reviewers, this fact should be stated, with his recom- 
mendation for dollar level of support. Should he not agree, 
this should be stated, along with his reasons therefor, and 
recommendation for funding. (Note: OTSG Form 1079 will be 

prepared in two copies; the original may have attached all 


5 
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comments of reviewers, and the duplicate OTSG Form 1079 will 
have a copy of the proposal attached as well as copies of the 
comments. Both sets will be forwarded to the Division Chief 
for review.) 

2. If recommendation is for a terminal period or reduc- 
tion""^ level of funding requested by investigator, the pro- 
posal should be discussed with the investigator prior to 
preparation of OTSG Form 1079. Appropriate comments regarding 
the conversation will be recorded in Item 51. The investigator 
should be informed that the proposed action is subject to ap- 
proval by the Commanding General and also subject to negotia- 
tions between the performing organization and USAMRDC Contracting 
Officer. 

3. Completes DD Form 1498 and makes one additional copy. 

The copy must be certified as to military relevancy. 

(f) If proposals are recommended for disapproval, pro- 
cesses as fo.llows: 

1_. Prepares letter to investigator for signature of 
Commanding General. Letter with substantiating papers and 
OTSG Form 1079 annotated to reflect disapproval will be for- 
warded to Division Chief for review. (Information copy of 
_ letter for Logistics Division in the case of renewal disap- 
provals.) 

2. One copy of turn-down letter will be designated for 
Information Systems Division in order to close log entry prior 
to the signature of Commanding General* 

(6) Diagram of Upflow of Technical Review Process: 



6 




( 7 ) 

00 


Division Chief: 

Reviews Project Monitor's recommendation 


(b) Concurrence with recommendation fo r contractual 
action . Signs original OTSG Form 1079, verifies dlfPorm 
TTSTand forwards package to Director. 

(c) Coftcurrencc with recommendation for disapproval . 

Writes "disapproved" in Item 3o of origin?"! OTSG Form 1^79 # 
signs and forwards packago to Director* 

(d) Non- concurrence with recommendation . Returns to 
Project Monitor for necess aryact Ion . 

(8) Director or Separate Division Chief: 

(a) Reviews recommendations of Division Chief and Pro- 
ject Monitor. The degree and nature of the 1 external tech- 
nical review of grant and contract proposals will be determined 
by the Director of each technical directorate. Where there 

is divergence of opinion among the external .reviewers, the 
actual comments of the reviewers will be rade available to 
the Contract Review Board. 

(b) Concurrence with recommendation for approval . Signs 
original OTsG Form 1679, verifies Db Porm ^ITsfi and^ forwards 
these to Information Systems Division. Signs duplicate OTSG 
Form 1079 and returns package to Project Monitor for file. 

(c) Concurrence with recommendation f or disapproval . 

Writes "disapproved^ In item 31 ofH otsG term 1579, sign*# and 
forwards package to Deputy Commander. Copy of turn-down let- 
ter will be sent to Information Systems Division. 

(d) Non- concurrence with recommendation . Returns to 
Division Chief or Project Monitor for necessary action. 

(e) For proposals requiring action by Formal Contract 
Review Board, Administrative Officer in each Directorate 
will make copies for all members of. the Contract Review Board 
and forward to the Adjutant to be attached to the Agenda. 
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(9) Information Systems Division: 

(a) Receives DA Form 2496 (DF) f Subject: Review of 

Proposal. 

(b) Receives completed OTSG Form 1079. 

(c) Receives two copies of completed DD Form 1498. 

(d) Forwards original proposal to Logistics Division 
with DA Form 2496 (DF), OTSG Form 1019 with Control Number,- 
and DD For* 1498. 

(10) Adjutant furnishes secretarial support to the Re- 
corder of the Formal Contract Review Board in preparing agenda 
and minutes and in the distribution of these and copies of 
proposals to members. 

(11) Contract Review and Award: 1 

(a) Logistics Division will route all pending proposals 
through the appropriate contract awarding process following 
technical review. (See USAMRDC Regulation 15-18 on Contract 
Review Boards.) 



(b) Less than $S0 9 000 and not involving investigational 
drugs in humans or use of volunteers will be reviewed by the 
following people who constitute the Informal Contract Review 
Board: 

1^. Technical directorate director involved with proposal. 
2. Chief, Logistics Division or representative. 

3* Judge Advocate or representative. 

4. Deputy Commander. 


J 


8 
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(c) Proposals for $50,000 and above or any proposal 
requiring use of investigational drugs in humans or use of 
volunteers will be reviewed by Formal Contract Review Board 
consisting of the following members: 

1. Deputy Commander (Chairman). 

1. Directors of technical directorates or designated 
representatives. 

5. Chief, Logistics Division or representative. 

I* 

£. Judge Advocate or representative. 

~ S. Chief, Research Planning Office or representative. — 

(d) Logistics Division will furnish a Contracting Of- 
ficer to serve as recorder for the Formal Contract Review 
Board. This individual will prepare the agdnda with secre- 
tarial assistance from the Office of the Adjutant. 

(e) Other staff officers present at a Board meeting in 
a non-voting status are the Comptroller, the Project Monitor 
involved, and the Division Chief involved. The Project Moni- 
tor will conduct necessary action for any proposal rejected 
or deferred by any contract review process. 

(12) Judge Advocate Office: .. 

(a) Will conduct legal review of all research proposals 
and technical reviews for legal sufficiency in accordance 
with provisions of ASPR and APP. 

(b) Reviews all proposals involving use of volunteers 
or human subjects. 

(c) Performs other legal services as required. 

(d) Reviews contracts before final dispatch to the per- 
forming organization. 

(13) Comptroller: 

(a) Receives all proposals that are approvedJ>y either 
contract awarding process. 

(b) Processes approved OTSG Form 1079. 


) 


9 
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1; One copy to Commanding General/Deputy Commander for 
information. 


2. One copy plus original DD Form 1498 and one copy for 
Project Monitor through Directorate using suggested format 
in Appendix E. 

3. One copy to Information Systems Division with DA Form 

2496 (DF) , Subject: Review of Proposal. 

4. Four copies for Comptroller's use. 

* I — 

5. Original OTSG Form 1079 and original proposal go to 
Logistics Division. 

(14) Deputy Commander: .... 

(a) Reviews and approves/disapproves any proposal of 
loss than $SO,000 and not involving investigational drugs 
in humans or use of volunteers (informal review) . 

(b) Serves as Chairman of the Formal Contract Review 
Board and approves/disapproves the recommendation on pro* 
posals up to $100,000. On proposals of $100,000 and above 
Deputy Commander signs the recommendation that the Commanding 
General approve the proposal. 



10 
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(15) Commanding General: 

(a) Reviews complete) recommendations forwarded by the 
Formal Contract Review Board and takes necessary action. 

(b) Reviews correspondence regarding disapproval, ter- 
minal period support, reduced funding of proposals and takes 
necessary action. 

(c) Receives completed copy of OTSG Form 1079 for in- 
formation purposes. 

(d) Approves/disapproves any proposal of $100,000 or 

more . ^ 

(16) Project Monitor. (See also (S) and (11) (e).) Upon 

receipt of notification of -Command approval for contractual 
action (a copy of OTSG Form 1079 with fiscal approval and two 
copies..of DD Form 1498): * 

(a) Prepares appropriate letter to principal investigator 
as follows: 

JL New contract or grant (Appendix F). 

2. Renewals, extensions without additional funding or 
supplemental funding (Appendix G) . 

5. Terminal period or reduction in funding: Prepare 

appropriate letter for signature. 

(b) Conducts final review of completed DD Form 1498 
and sends original and one copy to Information Systems Divi- 
sion. The copy must be certified for military relevancy. 

(17) Information Systems Division: 

(a) Will receive one copy of completed OTSG Fora 1079 
from Comptroller for processing and annotation in Log Book. 

(b) Receives original DD Form 1498 to be forwarded to 
the Office of the Chief of Research and Development, Army 

f — Rer e a r eh Of f ic e , O CRD(AROV, f or the Defeme Documentation 

Center (DDC) and the Smithsonian Science Inforiaation Exchange, 
Incorporated (SIE) . 


11 
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(c) Files the copy of DD For* 1498 which has been certi 
fied for military relevancy. 

(18) Logistics Division (Contracting Officer): 

(a) Reviews original OTSG Form 1079 before completing 
contract negotiations. 

(b) Negotiates contract with performing organization. 

6. Approval Authorities : 

a. Less than $50,000 without use of investigational 
drugs and/or volunteers •- Deputy Commander as Chairman of 
the Informal Contract Review Board. 

b. Formal Contract Review Board -- approval is required 
for all actions of $50,000 or more and any action which in* 
eludes use of volunteers or investigational » drugs in humans. 

c. Approval of Commanding General, USAMRDC, is required 
for contracts in the amounts of $100,000 to $500,000. 

d. Approval of The Surgeon General is required for all 
awards of $500,000 or more. 

e. Assistant Secretary of the Army (L5D) approval is 
required for negotiation of contracts for $100,000 or more 
for other than educational institutions. The required De- 
termination and Findings (DBF) will be prepared by the Logis 
tics Division upon receipt of necessary information from 
Project Monitor. 

f. IAW AR 40-7 proposals involving the use of investi- 
gational drugs will be reviewed by the Army Investigational 
Drug Review Board before the Formal Contract Review Board 
reviews them. 

g. IAW ASPR, Contracting Officer, Logistics Division, 
will prepare DBF for all OCONUS proposals involving interna- 
tional balance of payments. Those involving less than 
$15,000 will be signed by Contracting Officer. Those in- - 
volving $15,000 or more # require the approval of The Surgeon 
General. 


12 
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7. Periods of tine normally required for processing proposals within 
Logistics Division are: 

a. Contract renewal - 30 days. 

b. New contract - 60 days. 

-c. Actions requiring D6F signed by The Surgeon General * 75 days. 

d. Actions requiring D$F signed by Assistant Secretary of the 
Army (R$D) r 120 days. 

8. Review* of Research Proposals from US Army Groups Overseas (OCRD) 
or directly from other foreign national investigators: 

a; Research proposals are forwarded to USAMRDC for review from 
the Office of Chief of Research and Development in accordance with 
AR 70-40. Other research proposals nay cone directly to USAMRDC iron 
foreign individual investigators or their institutions. 

i 

b. The procedures for processing these research' proposals are 
sinilar to those for all other unsolicited proposals, except for the 
following: 

(1) A required Balance of Paynent Determination and Findings (D&F) 
prepared and followed up on by Logistics Division. 

(2) An Intra-Army Order prepared by the Office of the Comptroller. 

(3) A response to OCRD with recommendation regarding the proposal, 
prepared by Project Monitor. 

c. The Project Monitor reviews the proposal and makes recommenda- 
tions on pCON'US research in the same way as for CONUS research. His 
response to OCRD will be coordinated with his Directorate, the Comp- 
troller, Logistics Division, and Research Planning Office prior to 
submission to Headquarters for signature. 


SGIU>-RP 

FOR THE C0MANDER: 




GERALD R. McCRILLIS 
1LT, MSC 
Adjutant 
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DISTRIBUTION: 

ABC plu». I cy h 
I ndiv concerned 
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In Mplf mlw #• fO)VI>-l4 


ft acknowledge with thuki rtctipt of yoer ttmt cfc ptopttil which you 
MWiltUf for ooQiidttaliot. 


As soon ss rtvitw by tbe "staff sod appropriate advisory troops hss boss 
completed, you w&ll bs Informed of tbs decision. 


Your interest in the problems of the Amy Medical Department is greatly 
appreciated. 



/ GERALD R. McCRlLUS 
ILT, MSC 
ADJUTANT 


OTIC FORM 499 
t jul n 


EDITION or 1 MAY SS ISOOSOLCTE. REPLACES 

otso ronM ttt.i, i oct ft, which is ossolete. 


department op the army 

M#l * research ahi 

development command 

VASHINCTOH, D.C. 21914 


POST ACE AND PECS PAID 
DEPARTMENT OP THE ARMY 
DOD-llf 


OP PI Cl AL aUSINESI 
PENALTY PON PRIVATE USE, IMO 
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RECOMMENDATION FOR SUPPORT OF 
RESEARCH AND DEVELOPMENT PROJECT 


PRINCIPAL INVESTIGATOR 


CCHitnOC HUNGER 



t CONTRACTING OMANIfATlONfiVoM. «lf>. lRMt ( IwM mX II IMV(|TMAW , I AODNCH(ff»Uw Am f MM X) 

**P c«#«i I - 


DIRECTORATE 


4. TITLE Of fHOfOMl 


S. CONTRACT' OR AMT NOJ *. OATt |T ARTCO 1 T. PRESENT (XPR OATS I i. L ATT AML FUND LlVt 


to. NtV rUMOINO I M. RRCOCMT LIMC IT CM AMO TAR 


It, RCCOMMCHOCD LINK ITCH AMO T ASK ff# #r P»Mf r*»0 


10 EXTENSION tO 


u continuation rithoui funds to 




M. IMVC UMUOS 

nr * *i or r AROt'TRiTny&TM Cix<5u5 6Huc 

Hi* - l«,» T J2* 

V. %PtC L PROVI»lONSfE«pN>»« on 


». PROJECT OFFICER 


Loom ICS DIVISION 


M. COMTRACT/ORAnT MVMVCNd/noW 


TYPE OF INSTITUTION 


TYPE OF CONTRACT 



At. OOARO OF AVARO (^Ja^RROVEO Q DISAPPROVED 
' [^APPROVED »ITM MODIFICATION 



OTIC FORM t 079 

• sif n ,W/T 


PREVIOUS COITIONS OF TMS FORM ARC OBSOLETE. 


BEST 



















































III. Summary of Current Research Involving Human Subjects 

in DOD. 



510 



ARMY RESEARCH INVOLVING HUMAK SUBJECTS 


Army mark involving human subjects can be divided into two broad groups: 
Research* Development* Test and Evaluation (RDTE) programs and the 
Clinical Investigation Program. RDTE research is aimed at answering 
militarily unique questions. The Clinical Investigation Program more 
nearly resembles civilian medical center programs. It is required to 
improve the care of patients in military hospitals and to provide 
research experience for medical personnel in training. 

The following material summarising current Army projects involving 
human subjects Is divided according to whether or not investigational 
or Schedule I drugs are being used. Inclosure 1 is a consolidated 
list of projects approved by the Army Investigational Drug Review Board. 
The list includes clinical investigation projects and RDTE projects* 
both intramural and contract studies. Inclosure 2 contains projects 
not involving investigational drugs. 



INFORMATION PAPER 


SGKD-HR 

8 September 1975 


SUBJECT: Current Army Research with Investigational Drugs Involving Human Subjects 


FACTS. j 

1. There are no classified studies concerning Department of Defense (DOD) research with investigational 
drugs involving t^uman subjects. 

2* Humber and Type of Drug Research Project. 

a. Any - All on file with the Pood and Drug Administration (FDA). * 

(1) Fifty-five Department of Army-Sponsored Investigational Hew Drug Applications (IKD’s) . 

19 Blood Preservation 

19 Vaccines , ( 

8 Cardiovascular 

20 Anti-infection (10 Malaria) 

3 Anti-radiation (no patients) 

3 Skin and others 

(2) Ninety-three - Drug Company Sponsored: 

Drug trials for treatment of patients in Army hospitals. 

(3) One hundred nineteen national Institutes of Health (NIH) or Investigator-Sponsored: 

107 Cancer treatment* National Cancer Institute (NCI) 

9 Vaccines 
3 Skin and others 

(4) Alcohol, Drug Abuse, Psychoactive Drugs: 

See Table 1^ attached. 1 
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Table 1. 

HUM! SUBJECTS RESEARCH INVOLVING ALCOHOL AMD DRUG ABUSE OS PSYCIIOACTIVE DRCCS 


I. USAiiRDC SUPPORTED CONTRACTS 


Principal 

Year Invests gator 

Apr 73 - Aug 7A Mendel son, J. , M.D. 

Harvard University 


Drag 

I 

<wt AIMUIta 


Type or 
Subject 

IsMmt'U.H «h 1 .~-4 KjUtU* 

urerr recruited through 
newspaper advertisements 


Jul 73 - Jul 75 Callaway, M.D. Alcohol 

* University of California, San Francisco 


College students 


May 65 - Jun 75 


Willians, H, v Ph.D. Alcohol « College students 

University of Oklahoma Health Sciences Center 


Kay 73 - Jul 75 


Jampolsfcy, A., M.D. Alcohol A Karlhauna College students 
Optical Sciences Corporation 


II. 


USAiiRDC Ifl-HOUSE RESEARCH 


Description 

Effects of chronic mrihnuna use on 
motivation and pcrfofrmcc. 


Biomedical effects of very low 
doses of alcohol on complex 
sensory and rotor tasks ard upon 
EEC's recorded during such 
performance. 

Effects of rederate doses of 
alcohol on inforratior. processing 
and sleep. 

Combined effects of low and rodent 
doses of marihauna and alcohol or. 
ability to visually track objects 
and other visual functions. 


Feb 75 - present Holloway, H. , M.D. Alcohol College students 

Valter Reed Army Institute of Research 


Influence of moderate dotes of 
alcohol on attention and nenory 
processes. 



V 


... liable 1. .(Continued) 


l.Sept 75 

« • 


III. PROJECTS WIDER REVIEW BT ARMY ItlVESTICATIOHAL DRUG REVIEW BOARD (Hot yet approved) 

Type of 


Year 

Facility 

Drug 

Subject 

Description 

Coning year 

Edgewood Arsenal 

Atropine & 
Scopolamine 

Enlisted Volunteers* 

Effects of drugs used as antidotes 
on women. 

Coning year 

Edgctrood Arsenal 

Amphetamine, Ritalin, 
Alcohol, Barbiturates, 
Valium 

Enlisted Volunteers 

Interaction of drugs of abuso %.ith 
new TAB nerve gas antidote. 
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CURREHT mVBSTICATIOMAL DRUG STUDIES APPROVED BY THE ARMT mYBSTICATICKAL DtPC IgTOPf jOffl 

1 August 1975 * ~~ 

LIST I - Studies st Research sad Developnsnt Laboratories sod with Contractors. 

LIST II - Studios st Any Msdicsl Centers sad Medical Depart— nt Activities. 


m TO ABBREVIATIOHS 


USARIEM - US Any Research Institute of Eaviroi—tal Medicine 
VRAIR * Welter Reed Any Institute of Reeeerch 

USAMRIID - US Amy Msdicsl Reeeerch Institute of Infectioue Diseases 

LAIR * Lettemaa Any Institute of Research 

USAISR - US Any Institute of Surgical Research 

WRAMC - Welter Reed Any Msdicsl Center 

FAMC - Fitxsieons Any Medical Center 

LAMC - Letts man Any Medical Center 

BAMC - Brooke Any Medical Center 

TAMC - Triplet Any Medical Center 

WBAMC - Willies Beaumont Ar^y Medical Center 

KAHC - Medigen Any Medical Center 

AMBDD - Any Medical De p ar tment 



LIST I 




IEVESX1GATI0HAL DBDG STUDIES APPROVED ST THE AM XXVESTIGAXXOHAL DRUG SEVIER 
(IftMtrch and Development Laboratories «od Contractors) 

X August 1975 


Drus(s) Involved 

Principal Invest It at or 

Investigator's 

Location 


Date 

Acetasolanide 

S Robinson, Ph.D. 

USAITEM 

Healthy adults 

1972 

Acetasolanide 

MAJ J Stokes 

USAXIEK 

Healthy adults 

1973 

Acs tax olaadde 

COL L Jones 

USAEIXH 

Healthy adults 

1974 

Arienlne-Tnoeine 

P S triad.*, M.D. 

Bryn Mavr 
Boep 

Bryn Mavr, PA 

Patients requiring 
blood transfusions 

1971 

Adenovirus Type 4 

COL E Buss char 

UEAIE 

Healthy adults 

1947 

Adenovirus Typo 7 

! 

COL E Boas char 

VPATS 

Healthy adults 

1947 

Adenovirus Type 4 4 7 

COL E Buss char 

USATS 

Healthy adults 

1947 

Anthrax vaccine 

CPT D Burke 

USAMEIZD 

Healthy adults 

1944 

* 

Atropine 4 insulin 

MAJ C Angof f 

USAXIEM 

Healthy adults 

1974 


COL J Mstsger 

USAMIZD 

Healthy adults 

1949 

Xsosnyl Cyano- 
acrylate 

COL V Akers 

LAIR 

Healthy adults 

1949 

Desoacy corticosterone 

J Maher, Ph.D* 

USA&IEM 

Healthy adults 

| 

1972 

Dextren - 70 1 

i 

L Tan, H.D. 

Scrippe 
Clinic, CA 

1 

Hospitalised 

patients 

1974 

Dextren - 40 

M Litvin, M.D. 

Tulane U. 
Medical Ctr. 

Hospitalised 

patients 

1972 


Cn 

Cft 


1 


Vw'' 


amm ixvestxgaxiokal dkdg studies appxovkd bt thx asm* xhvestxgaxxonal dkoc mw boaed 

■* i. ( tosi t r ch and Dmlopwot Laboratotltt and Contractors) 

1 August 1975 

Xaveetigator’e 


a) Involved 


Location 


Dart ran - AO 


MAJ M Toong 


DSA1XBI 


Pros tbits 
▼let Ins 


Doxapra 


MAJ 1 Weiekopf 


USABUH 


Healthy adults 


J5 E.coll 


A Brands 9 M.D. 


U of Cal Hoop Hospitaliisd 

at San Mato patlanta 


iissik * iiSntote mim A *.©. 

Llpopolysaccharlde Vacelas 


0 of Cal Soap 
at San Otago 


Inapt fltaad 
pstlsnts 


E.coll 4 S.tTPhlauriiai 
Monovalent Vaccina 


A Brands, H.D. 


U of Cal Bosp 
at San Diego 


Hospitalised 

patlanta 


Venasuslan Equine COL J Mat agar 

Xncaphalitia Vaccina (Attanuta tad) 


USAMEIED 


Healthy adults 


las tarn Equina 
Encephalitis Vaccina 


COL J Metzger 


USAMEIID 


Healthy adults 


Venasuslan Equina 
Ence p hal i t i s Insu 


Globulin 


COL J Metzger 


CSAMUZD 


Healthy adults 


Venasuslan Equina OH* J Metzger 

Kncephalitla Vaccina (Inact . ) 


U8AMEXXD 


Healthy adults 


Western Equina "00L J Matsgar 

Encephalitis Vaccina< Inact.) 


Healthy adults 


Vitaaln C 


G Brener, M.D. 


U of Mich 


Healthy adults 


Hepatitis B Innuns 
Sara Globulin 


S Krugnan , M.D. 


fUilowbrooh 

Stats School 


Healthy adults 


Growth Horaons 


COL B Pruitt 


PSAISB 


Xnflusnaa Vaccine 


P Davenport, 1LD. 


CURRENT INVESTIGATIONAL DRUG STUDIES APPROVED BY THE ARMY INVESTIGATIONAL DRUG REVUV BOARD 
• *. (Research and Developatnt LaboratorlM and Contractors) 

1 August 1975 


Drug (a) Involved 

Prlncinil Inveatlaator 

Investigator’s 

Location 

Sub 1 act Croon 

D«t. Started 

Influenza Vaccine 
(Monovalent) 

f Davenport, M.D. 

U of Mich 

Healthy edulte 

1974 

Inoelne, Pyruvate 4 
Phosphate 

P Struala, M.D. 

Bryn Mavr Boep 
Bryn Mart, PA 

Hospitalized 

patients 

1973 

Intralipid 102 

COL B Pruitt 

USAISR 

tern patients 

1974 

Meningococcal Vaccina 
(Grpa A, B 4 C) 

M Art ana tain, M.D. 

VRAIR 

Real thy edulte 

1944 

Ouabain 

MAJ G Bailer 

USARUM 

Beal thy adults 

1972 

Porcine heterograft 

COL B Pruitt 

USAISR 

Burn patients 

1970 

Propranolol 4 Atropine 

COL L Jones 

USARUM 

Healthy edulte 

1973 

Marijuana >> 

A Jaapolsky, M.D. 

Pacific Medical 
Center 

Healthy edulte 

1973 

a 

Q fever Vaccine 

COL J Metzger 

USAHRIID 

Healthy edulte 

1945 

Q Paver Vaccine 9 Live 

COL J Metzger 

USAMRIID 

Healthy edulte 

1972 

Q fever Vaccine, 
Inactivated 

COL J Metzger 

USAMLIID 

Healthy adults 

1972 

Rift Valley fever 
Vaccine 

COL J Metzger 

USAMRIID 

Healthy edulte 

1949 

Shelatoeoae 

M Art ana tain, M.D. 

VRAIR 

Healthy 4 Infected 
patients 

1944 

Shigella Vaccine 

R Horalck, M.D. 

Maryland Bouse of Prisoners 

1944 


Corrections 



CURRENT INVESTIGATIONAL DRUG STUDIES APPROVED BY THE ARMY INVESTIGATIONAL DRUG REVIEW BOARD 
•, (Research and Devalopmaat Laboratories and Contractors) 

1 August 1975 

Investigator* a 


Drus(a) Involved 

Principal Investigator 

Location 

Subject Group 

Date Started 

Sulfaaylon Solution 

1 

COL B Pruitt 

USAISR 

Burn patients 

1971 

Tllarons 

col J Matxgar 

CSAMRIID 

Beal thy adults 

1973 

Trlcalciun Fhosphats 

LTC M Levin 

USAIDR 

Dental patients 

1974 

Trlcophyton Antigen 

J Banifla, M.D. 

0 of Oregon 
Boepitals 

Patients 

1972 

Tularemia Vaccine 

COL J Metzger . ) 1 . 

USANRIID v 

Bfcalthy adults 

1966 

B Strain Typhus Vaccine 

C Hlssemen. H.D. 

D of Md 

Healthy adults 

1967 

Vltanln C 

CPT G Bynun 

USARIEM 

Healthy adults 

1974 

Lelshnanlac Skin Test 
Antigen 

An t imperial Drugs 

R Zeledon, DC.S. 

Costa Rica 

Indigenous 

Population 

1970 

VK 164,806 

COL C Canfield 

VRAIR 

Free Living 
Volunteers 
(Washington Hospital 
Center) 

197S 

WE 142,490 

COL C Canfield 

WRAIR 

Prlaooara, Mary load li72 
House of Correction; 
Patients, Thailand; 

Free living volunteers* 
Washington Hospital Center 

WE 122,455 

COL C Canfield 

WRAIR 

Prisoners, Maryland 
Bouse of Correction 

2971 

W 6798/2978 

COL C Canfield 

VRAIR 

Prophylaxis for 
Exposed Thais 

1973 



V*. ,/ 




if ** 


CURRENT INVESTIGATIONAL DRUG STUDIES APPROVED BY THE ARMY INVESTIGATIONAL DRUG REVIEW BOARD 
. (Research and Developnant Laboratories and Contractors) 

1 August 1975 

Investigator’s 


Drug(s) Involved 

Principal Investigator 

Location 

Subject Group 

Date Started 

WR 158,122 

COL C 

Canfield 

URAIR 

HD Active (No active 1972 
studies) 

W 158,122/7557 

COLC 

Canfield 

URAIR 

M 

1973 

UR 171,669 

COL C 

i 

i 

URAIR 

N 

1973 

Dape one 

COL C 

CaafteM 

URAIR 

W 

1965 

Dapeone /Chlor equine 

COL C 

Canfield 

URAIR 

W 

1971 

Hi 2721 

COL R 

Olsaon 

URAIR 

N 

1969 

UR 2823 

COL R 

Oise on 

URAIR 

n 

1971 

UR 5949 

COL C 

Canfield 

URAIR 

N 

1971 

UR 30090 

COL C 

Canfield 

URAIR 

n 

1969 

UR 3883. ' 

COL C 

Canfield 

URAIR 

M 

, 1968 

UR 33063 

COL C 

Canfield 

URAIR 

ff 

1969 

Kelflsina/Trinethoprin 

COL C 

Canfield 

users 

a* 

1968 

UR 99210 

COL C 

Canfield 

USATQ 

at 

1973 


5 



LIST II 

CURRENT INVESTIGATIONAL DRUG STUDIES APPROVED BY ARMY INVESTIGATIONAL DRUG REVIEW BOARD 
(Subjects are patients in Medical Centers and Medical Department Activities) 



Drug(s) Involved 


1 August 1975 
Principal Investigator 


Investigator 9 a 
Location 


Date Started 


Albuterol, atropine 
Albuterol, ephedrine 
Albuterol, ephedrine 
Albuterol, isoproterenol 
Albuterol 
ini car - 

Periactln (Cyproheptadine) 
Antigen D 

Antllynphocyte Globulin 
Axath* 'pz lna 
Chymopapain 
Cromolyn Na 
Cyproheptadine 
Dlf anoxia-atropine 
Freamlne E 
Freamine E 


Chorionic Gonadotropin 


MAJ H Kaplan 
COL H Nelson 
LTC R Evans 
MAJ C Casterline 
COL fi Nelson 
MAJ D Magalnlck 
LTC W Briggs 
COL H Nelson 
LTC J Light 
LTC J Stewart 
MAJ A Ramirez 
COL & Nelson 
MAJ R Merrill 
LTC M Putler 
CPT C Oettinger 
MAJ M Kaminski 
MAJ D Anderson 
<|0L J Dellor 
COL J Bar gin 


WRAMC 

FAMC 

WRAMC 

WRAMC 

FAMC 


MEDDAC, Fort 

Campbell 

WRAMC 

FAMC 

WRAMC 

LAMC 

( WRAMC 

FAMC 

BAMC ' 

, TAMC 

WRAMC 

WRAMC 

WRAMC 

LAMC 


1975 

1974 

1974 

1974 

1974 

1975 
1974 
1974 

1973 
1970 

e 

1974 

1975 
1974 

1974 
1972 
1972 
1972 

1975 
1972 


Hyperlint 


Globulin 


FAMC 



Byperiantm Gama Globulin 

MAJ H Pastor# 

PARC 

1973 

Isoxsuprlne 

LTC D Madison 

FAMC 

197b 

J-5 Antiaerua 

i i 

LTC P Stark 

LAMC 

197b 

1 

J-5 Antiserum 

MAJ J Carpenter 

VRAMC 

197b 

Iodine, LithrliM 

CPT T Boetai 

VRArX \ 

\ 

197b 

L-Dopa 

MAJ C Oettingar 

TAMC 

197b 

Lithium 

CPT E Burman 

VRAMC 

197b 

Loraxeoaa | 

CPT B Paulson 

!lamc :; v 

197b 

Medrogestone 

COL A Borski 

VRAMC 

1973 

Minoxidil 

LTC V Briggs 

VRAMC 

1975 

Minoxidil 

MAJ J Ball 

PAMC 

1975 

Norethindroijy Ethinyl estradiol 

COL D Cox 

KAMC 

1973 

Pentagastrln 

LTC R Ansbacher 

BAfC 

1972 

Phospholipase A 

LTC R Brans 

VRAMC 

197b 

Pxt^oglandin Eg 

COL W Scragg 

VBAMC 

197b 

Prostoglandin Z*> N 

COL D Cox 

MAMC 

197b 

Indiua U1 DIPA , 

COL M Johnson 

WRA1C . 

197b 

Indian 131 Cl 1 

COL M Johnson 

WRA V C 

197b 

Cobalt^? Bleooycin 

COL M Johnson 

VRAMC 

197b 

Oali«-67 citrate 

MAJ & Littenberg 

TAMC 

197b 



i 


Oalivn-67 Citrate 

COL M Johnson 

WRAC 


197b 

» 

MAJ D Milstein 

WBAMC 


197b 

* 

KAJ D Johnson 

HA*C 


197li 

m 

L1C R Blunhardt 

LAMC 

N 

\ 

1975 

m 

LTC R Lull 

3A»4C 

1975 

m 

MAJ D Mllsteln 

WBAMC 


197b 

• 

Lit N Gheed 

me 


19?b 

Xodiun-111 DTPA 

LTC N Ghaed 

rmc 


197b 

Xxkdiw-Ill Cl 

L1C H Ghaed 

FAC 


197b 

Iodlw-lU Bleoeycln 

MAJ R Lull 

| BAKC 


197b 

Zadlw-Ul DTPA 

UC Blunhardt 

LAMC 


197b 

Indioe-111 DTPA 

MAJ D Mllsteln 

WBAMC 


1973 

Indlw-Ul DTPA 

MAJ R Lull 

mrc 


197b 

Indiue-Ul DTPA 

LTC R Bluahardt 

LAIC 


197b 

I odin - 12 3 

KIC R Lull 

BAMC 


197b 

Iodine-131 Iodocholesterol 

. MU W McCartney 

wb*:c 


1975 

Eodine-123 iodine 

MAJ M Lawson 

LAMC 


1973 

Iodine- 123 todine 

Lie T Vezdon* 

FAMC 


197b 

Iodine-123 

LTD D Co rty 

F^C 


1973 

IndlwHUl DTPA 

MAJ L Jofcneon 

MAMC 


197b 


3 . 


i 



i 


\ 


Tacteatl m-99 mi 

KAJ V FaCarta^ 

UAMC 

Tacteatlaft-99 nil 

MAJ L Jotaaaoo 

mm 

Taetaatlw?? microapharaa, 
Xodloa-131 MU 

LST* Hloahardt 

im c 

T*chnatl«a»»99 Olaoohapt anata 

COt M Johoaon 


Tacboatlw»»99 Olocooata 

Lie B Blaabarrtt 

UMC 

Taotaatla»-9$ HERA 

/ 

MAJ K Um 

L»9C 

Taota*U**-99 **A 

L1C R BbMfaardt 

UMC 

Tachaatlaa >99 WPA 

MAJ V MoCartMy 

MBtfC 

Tachaatli»»99 MU 

L1C X Marita 

UMC 

Bmtthlp>i prooalaa ptotcllin 

COL J Baaa 

hmc 

T*flOQ nS^IUKiOQ 

Lie S Loaay,Jr 

BftC 

Tarbotalina 

COL iOjlaoB 

FA^C 

Tarbctallaa 

COL B Balaots 

MMC 

Ylyrotropia Balaaalnf Boraooa(TRH$ L1C J Xarll 

BBAMC 

TRH 

1 m B Haoad 

mim 

TRH, Growth hovmt 

HaJ B PliKOQd 

WIMNC 

Transfer Factor 

MAJ M Ballon 

MRAMC 

IVanBIfrr Factor 

MAJ B Starts 

BA'C 

Vicryl 

Lie J Slaafbtar 

FATC 


4 
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Xbuprolan 

KAJ W Arnold 

BAMC 

Haloprogln 

MAJ R DoVillos 

BASC 

TioarcilUn 

. MAJ T McMltt 

BttC 

Voracillin 

KAJ T MeXlU 

ISC 

Aninog^rcoold# antibiotic 

L1C VKoor* 

BANG 


/ 


§ I i § X 



ONCOLOGY STUDIES . % 

(The following la a list of ooc/ology protocol* that tn 
active in A>E£D facilitiee. Although they involve 
invest lgat ional drugs, these applications should bs 
considered the latest in cancer ch emo t herapy sad not 
clinical research projects,) 


FXTZS2M0NS AIWY MEDICAL CENTER 


Adriaaycln 

L-Aspariginase 

Bacillus Calumet te Ouerin (BCO) 

BCNU 

CCNU 

Cytosine Arab i noa l d e 
DTIC 

Daunomycin 
Hexamethy lamina 
Adriamycin 

L- Aaparag lnase , Daunomycin 

Vincristine, prednisone, methotrexate, 6-mercaptopurlre, 
cyclophosphamide, daunomycin, cytosine arabinoalde, BCNU, 

L-asparaginase 


LIC II DlBalla 


COL D Plunkett 


1973 

1973 

1975 

1973 

1973 

1972 

1972 

1973 
1973 
1972 

1970 

1971 



91 - O 9*0-01. 


I 


LETTERMAN AHH7 MEDICAL CENTER 

ALOB 71-2 Adriamycin UC K Conte 1972 

WCSQ 129 Adriauqrcin, bleomycin " 1972* 

132 'Mrlamycin, methotrexate * 1973 

« 126 ‘ 54Az* C ytidine • 3973 

35 Ble<*ycin,adria«ycin, DTIC, ICRK-1S9 • 1971* 

BCMT • 1972 

107 BCNU, Vincristine * 1972 

A9 CCHU * 1971 

32 Chromomycin A-3 " 1972* 

Dauncrubicin * 1971* 

72-1 DTIC • 1973 g 

lUi ICRP-159 » 197k * M 

L-Phenylalanine mustard * 1973 

123 Melphalan, prednisone, methotrexate, vincristine " 1972* 

13 Methotrexate, bleomycin, 5-F&, cyclohosphamide " 1972* 

• e 

Hexaaethylamine' * * 1970 

130 Kustargen, vincristine, prednisone, procarbaxine, 

CCNU, vinblastine a 1972* 


♦ALOB- Acute teuteia Group B 
♦WG 60 - Western Cancer Study Group 

i. 



MADID** aim hkdicjc. earns 


i ' 


WC50 126 

S-AsacytidlM 

LXC J HcCrtckto 

1973 

809 

ccsu 

• 

1973 


Dtuao^rcln 

• 



one, com 

• 

1973 

109 

KMMt^rlMlXM 

« 

197U 


•WCSO - UmUib Cancor Sto^jr (troop 


7 * 



TKXPI£R'A3MX MEDICAL CEKTER 


COO 7123 

5-Asaoytldlat 

RAJ L Ciwtoll 

70t0 

one 

• 

7122 

Cycloloucioo 

• 

70U 

5-FU 

• 

7032 

5-FU 

* 

7030 

5-FU 

• 

7031 

H— mthlmlno, dlbrowodulcitol, cyclopho»ph«wld« 
L-A*pax«ginu« 

m 

RAJ R V«td« 

7231 

Actlncaycin-D, Phony lalanir* iiustard, rincrlstlxM. 
NBC 1026, Adrlaaycln 

RAJ L Crandall 

7230 

$*FU, taborolclnd, stroptosotodn 

• 


1S7U 


•COO - Central Oncol Q(]r Qroop 


iSSiiiiii 



t 


MEDDACS* 


KRF- 1$9 

Walaon Amy Hospital 
Port Dix, 

Robert Ballet, H.D. 

W3 

one 

Walaon Amy Hospital 

Robert Ballet, M.D. 

OT3 


Fort Dix 

\ 



I 



william BGMftoirr Am r medical center 
WCSO 126 5-Asscytidine 

HLeooycln, sdrisaycln 
Cytosine axebinoslde, 6-thlogusnine 
Cyclophscphsalde, CCNU 
CCNU, vincristine 

Cyc lophesphe* ids , vincristine, prednisone, 
chloreabucll 

Cyclophesphmlde, 5-FU, aethotre^xste, vincristine 
ICRF-159 

Melphsltn, prednisone, wethrotrexste, vincristine 


11*5 

122 

133 

119 

121 


11*6 

11 * 1 * 

128 

130 


MAJ Weisben 


Muatsrgen, vincristine, prednisone, procsrbaslne, 
CCNO 


\23 123 Vincristine, leetbotrexate, BCNU, cyclophosphamide, 
6-thioqusnlne, hydr ox y ur ea , daunoaycin 

118 Vincristine, cyclop hosphen ids, sctinaeycin, 

sfcttvuqrcln 


1975 

1975 

1975 

1975 

1975 

1975 

1975 

1975 

1975 

1975 

1975 


1975 



must HIP AHHT MEDICAL CEHTSR 


ALQB 7306 

Adrisaydn, dlbroooctaXoitol 

J. EimJLBm 

19 Ik 

7808 

5-*Asacytidine 

e 

197 ) 

71*07 

9CO, OTIC, KeOCMU . 

Kaj V, Bela 

1975 

7i*0b 

BOO 

e 

1975 

71*08 

BCG, 5-F? 

• 

1975 

71*09 

BCJf U, aetftrotraxate 

J. Bloat H.X># 

1971* 

7IM 

Cyclophoepheaide, »rthotrcxit«, 5-FU, Yiacristine, 
prednisone, KER 

e 

1975 

71*05 

CCJTO, bleceycio 

HU I Lev 

1971* 

j 

CCHU, MeCCNU 

UC R Parke 

1972 

7301 

Cbolestyreaine 

J. BU»tK.”. 

1973 

7101 

6yclophoepha*ide, aethotrexate, 5-FU, 
L-PJM, C.Parvua 

• 

1975 

7303 

C^lophoephan ids, Methotrexate, 5-FI, adrUaycln 

* 

1971* 

71*21 

Cytosine arabi noside, daunorubicin, cyclophosphamide , * 

CCBU, tMocuanine 

1971* 

7361 

Cyclophosphamide; BCBU, L-PAM, prednisone 

e • 

197U 

7305 

Cydopheophamlde, methotrexate, 5-PU, BBS 

e 

1973 

7201* 

A&ncmycin D, bleo^poin, Tinerletine 

9 

1973 

7307 

Dibromodulcitol 

• 

1973 

7205 

OTIC, edrleaycin 

P. 

1973 




rnn-r^i — 

J. HLon, M*D* 

1972 

7330. 

Bj&roxjjxrm, 6 nerxnptopgrlna, preArteone, 
vincristine, deuncvroMnln 

• 

2973 


%dr*slne maUm lb 

XU R Btoaillerd 

197b 

73fal 

Hcotmldm 

JAanJUk. 

2973 

7302 

me, HeCCSB, vincristine 

• 

1973 

7331 

L-PJP, nethofcreate, $-10, preeaieone, 
cydophoaph— id* 

• 

197b 

7IOD 

HaCCSO, VP 26-213 

• 

197b 

7102 

CyclopbogphflfWj adrlavdtt, $r?0, dibronodolcltol , * 

vincristine, nethotreate j 

197$ 


Lilly Cowpoapd 83636 

BUOXoel 

197b 

7206 

BaCOff 

8 Blnn, KJD. 

1973' 

7261 

Halphrtan, cyclophoepbaide, BCW, prwtaisooe 

m 

2973 

71&L 

BOB, vincristine, procertoesine, prednisone 


197$ 

7306 

CyclopboaptoanixJa, nethetreate, $-** 

• 

1973 

7207 

Pecctnldina iscthionata 


2973 

7101 

Vincristine, prednisone, netbotwate, 
L-JUperegjneea, deonarobicin 

» 

197b 

7363 

VP 26-213 

• 

1973 



7201 


CCKO, cyclcphoephafni.de, edrleaycln, tietho treat* te 


J. BX8d t H.T>< 


1972 


7107 

Adrlaaycln, bleouycin, 5-PTJ 

• 

1972 

707 

Hethtrexmte, cytosine erabinoside, bleomycin 

MAJ A Hiakoff 

197b 

7202 

Streptoeotocin 

J- Bleat, H.D. 

1972 

71*06 

Teaoxifen, fluoxyweeterooe 

• 

197b 


♦AITiB - Acute LeukealA Group B 



HUMAN SUBJECTS RESEARCH WOT INVOLVING INVESTIGATIONAL DRUGS 


A. Ar ay Hospitals (Clinical Investigation) 

B. US Any Hedcial Research and Development Coamand In-House Projects 

C. US Army Medical Research and Development Command Contracts 

D. Other Army Agencies 

(Human factors projects at Aberdeen Proving Ground, Maryland, are not 
listed in detail since none are being done which expose subjects to risk.) 

Information contained herein Is current as of IS August 1975 



A. Any Hospitals (Clinical Invss citation) 


WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC * 

TITLE OF STUDY j SPECIAL TTPE ($) 

Procainamide Metabolism in Rsnal Pailurs and on Hemodialysis 
Hyperalimentation and BilatsrsI Maphrcctosy 

Pharmacokinetics of Propoxyphene (Darvon) in Ancphric Patiants and in Normal Subjects 

Comparison of Conventional Irradiation vlth Trane-sphenoidal Surgery under Direct 
Vision In Treatment of Acromegaly 

Inderal Kinetics in Hyperthyroidism 

Effects of Cancer Chemotherapy Agents on Endocrine Function 

Differentiation of Benign from Malignant Thyroid Nodules: Assessment of New 

Diagnostic Techniques 

Intestinal Bile Salt Clearance in Thyrotoxic Patients vlth and without Diarrhea 
Comparison of Endoscopic and Radiologic Evaluations of the Upper Gastrointestinal Tract 
Cholestyramine of Peptic Disorders 

Effects of Operative Stress on the Coagulation Profile 
Causalgia: A Study of Sympathetic Activity in Affected Patients 




I 
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VRAHC (Continued) 

A. Army Hospitals (Clinical Investigation) 

TITLE OF STUDT SPECIAL TYPE ($) 

Study of ths Uss of tadloactlvs Phosphorous In ths Diagnosis of Mslamome Twots 

An Asrodynamlc Evaluation of ths Spooch of Pat loots with Poles Disorders 

A Comparison of an Objective Hearing Aid Evaluation with a Subjective Hearing Aid 
Selection Procedure 

Dimensions of Visual Consonant Perception in Rearing Impaired Adults 

In Vitro and In Vivo Properties of Sensitised Lymphocytes in Transplantation 

Exclusive Use of Autologous Blood Transfusions (Auto-Transfusions) in Effective 
Thoracic and Open Heart Surgical Procedures 

Techniques for the Detection of Antinuclear Antibodies. A Cooperative Study 
An Evaluation of l a m un o logic Responses in Ragweed Sensitive Patients by Hewer Techniques 
Immunologic Aspects of Lung Disease 

Complement Deficiencies and their Relationship to Disease la Men 

The Detection of Anti-Skin Antibodies In Sera and Skin Biopsies of Patients with Pemphigus, 

Pemphigoid, end Lupus Erythematosus 

Lymphocyte Subpopulation Identification 

Synovial Fluid Analysis in Rheumatic "Mease • 

Evaluation and Study of Patients with Primary and Secondary Immunodeficiency Diseases t 

An Evaluation of the Immunologic Response to Specific lamuno therapy in Hymaooptera Hyper- 
sensitivity 

Study lament Mechanisms In Systemic Erythematoeus 


t 



MtAMC (Contint sad) 


A. Arey Hotpluli (Clinical Investigation) 


TITLE OF STUPT 

The Efface of Viral Aocifana on Lyapbocyte Transforms clou in Hole ip la Sciaroaia 
Patient* 

Study of Cba Raise lonship betveen Crouch Pa team and Lyaphangetlc and Vascular 
Involveswnt in H o nan with Stags IA Carvical Cancar 

Clinical Evaluation of Fluoraacanca Scanning of Cha Thyroid with Anar ictus 241 
Source 

Study of Efface of Eatadina Bath on T4 Lava Is In cha S eab o rn 

An ivaluation of tha Effect of Corclcoatarolds on Saras Theophylline 

Continuous Electrons Olographic Moot coring of Myocardial Infarction Patients 

Preoperative Nursing Intervention with cha Patient for Surgery: Out coass of Three 

Alternative Approaches 


snciAt rrre(S ) 


Infanta 



A. Army Hospitals (Clinical Investigation) 


WILLIAM BEAUMONT ARMY MEDICAL CENTER, EL PASO, TEXAS 

TITLE OF STUDY SPECIAL TYPE (S) 

Comparison of Clindamycin and Panic 111 In In chc Treatment of Bacterial Long Abscesses 
Steroid Metabolism In Oligospermia 

Vascular Complications of Percutaneous femoral Arterial Catheterisation Using Systemic 
Heparin Isa t ion - prospective Evaluation with the Doppler Ultrasonic Velocity Detector 

Search for Bone Marrow Granulomas In Infectious Mononucleosis 

Parathyroid Cland Function In Hyperthyroidism 

Maternal and Fetal Plasma Levels of Steroid Hormones In Normal sod Pathological Pregnancies 
during Labor 

An Evaluation of Rh Sensitisation of Kh negative Infants Born to Rh Positive Mothers Infants 

A Single Blind Study to Determine the Effects of Corticosteroid on Subsequent 
Developments of Infants Subjected to Severe intrapartum Asphyxia 

Pathogenesis of Stress Ulcer Syndrome: A Prospective Study of Gastrin in SO Trauma 

Patients 



A. Army Hospitals (Clinical Xnvsstl»atlon) 


FITZSIMOKS ARMY MEDICAL CENTER, DENVER, COLORADO 

TITLE OF STUDY SPECIAL TTPE (S) 

Tuberculosis Rttutch Follov-up Program 

Chemotherapy of Tuberculosis: Cooperative Study 33 (Rifampin) 

Clinical Demonstration of Pulsus Alternans 

Effective Respiratory Maneuvers on the Bedside Diagnosis of Cardiac Murmurs 

A Controlled Clinical and Laboratory Evaluation of Co-Seasonal Injection Therapy 
in the Treatment of Allergic Rhinitis and Asthma 

Deceptions in Cardiology: Cancellation of Abnormal Electro-cardiogrephlc Patterns 

by an Additional Abnormal Event 

The Effect of Ephedrlne on the Physiologic Responses to Exercise sad Epinephrine 
Infusion 

Response of Monsensl tired Atopic Individual to Long-Term Injections of Allergy Extract 
Active Antigens in House Dust 

Immune-chemical Evaluation of Myeloproliferative and Plasmaprol iterative Diseases 

Serum IgA Levels in Atopic Individuals and Their Relation to lamed late Shin Test 
Reactivity and Serum IgE Levels 

Controlled Study of Dander Immunotherapy 

Reactive Hypoglycemia: An Analysis of Glucose-Xnsulln-Clucagon Interrelationships 

and Countar Hormonal Regulatory Factors 



A. Army Hospitals (Clinical Investigation) 


FAMC (Contlauad) 

TITLE OF STUDY , SPECIAL TTFE (S) 

Evaluation of Perlpharal Narva Injur las at Fltxslnoos General Hospital 
External Notation Contractures In th« Abo vs Enas Aaputaa 

i 

Acalculous Biliary Tract Disease 

Measurement of Adanlna Nucleotide Ealaasa In Platalats of Neebome 
Comparison of Metabolic and Functional Changes la Defacts of Flatalat Function 
Mycoplasma and Infertility: Therapeutic Eesulta of D w ycycllae Therapy 

Evaluation of "Parayra-Harar** Procedure la Treating Orlnary Stress Incontinence 
Gynecologic Folloir-up after Tubal Surgery for Sterilisation 

The Effect of Positive Traaspulmonary Pressure on Effective Pulmonary Blood Floe, 

Cardiac Output, Functional Heslduel Capacity, end Dynamic P u l m ona r y Compliance 

in Idiopathic Respiratory Distress Sy ndr o me la N eon ates Infants 

Clinical Evaluation of Effective Thyroxine Ratio in N e wbo r ns Infants 

The Relationship of Estrogenic Hormones to the Coagulation Balance 

Establishment of end Training in Methods for Special Studlea of Ab normal Hemoglobins 

A Comparison of the Results of Hyposeaslt last Ion with Aqueous Crass Extract end 
Aluminum-Precipitated Aqueooa-Ext meted Crass Extract la the Treatment of Patients 
with Allergic Symptoms due to Crass Allergy 

The Effect of Corticosteroids on Inmunoglobulln Levels la Asthmstlc Patients 

The Incidence of Bronchoconetrictioa Induced by Aspirin, F.D.6 C* dyes, sad food 
Preservatives la e Group of Severs Perennial Asthmatics 


2 
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A. Army Hospital* (Clinical lavas tlgat loo) 

FAMC (Continued) 

TITLE OT STOTT SPECIAL TTPE(S ) 

Efface of Prophylactic Antibiotic Therapy on Cravid Croup 1 beta Hemolytic 

Straptococcus Carrlars Infants lacludod 

Tha Faasiblllty and Clinical Application of Pracordial ST Segment Mapping 

Tha Incldanca of IgC Skin Sana it la log Antibodies in an Allergic Population 

Effect of Oral Water Loading on Plasma Prolactin 

Clinical Applications of TSH Rad lo lunnasaay 

Conputer Assisted Diagnosis in a Military Hospital 

Ecbocardio graphic Assessment of Ventricular Sira and function in Infants of Diabetic 

Mothers (IDM's) Infants 

Incidence of Sub capsular Posterior Cataracts in Severe Asthmatic Children with « 

History of Systemic Corticosteroid Therapy Minors 

The Migrating Placenta 

Role of Hypercoagulability la Patients Undergoing Myocardial Revascularisation 
Snail Airway Disease (SAD) 11: A Simplified Method for Detecting Snail Airway Disease 



u - O 1 10*01 
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A. Amy Hospitals (Clinical Investigation) 


a 


BROOKE ARMY MEDICAL CENTER, SAM ANTONIO* TEXAS 
TITLE OF STUDY 

Mlnocln Treatment of Gonorrheal Urethritis 

Plstslst Transfusion - Efficiency and Methods to Improve Current Results la 
Throabocytopenla Patients 

Hypertension vlth Polycyst Id Kidney Disease 

Phytoagglutlain Stimulation of Sarcoid Lymphocytes 

Ce fa sol In as a Prophylactic Antibiotic la Vaginal Hysterectomy 

Laminaria: TWo Outpatients Uses 

Evaluation sad Treatment of Male Infertility 

Evaluation of Antigens la Fire Ant Venom 

Rejection of Verrucae Vulgaris A Clinical Therpeutlc Trial (Collaborative Study 
with Letterman AMC) 

Incidence of Transient Bacteremia during Bronchoscopy 
Oral Transplants of Freese-Dried Allografts 

Efficacy of Topical Haloprogln la the Treatment of Chronic Tinea Pedis 


SPECIAL TTPE (S) 



f 


BANC (Continued) 

A* Army Hsopltals (Clinical Investigation) 
TITLE OF STUDY 


SPECIAL TTPE( S) 


Correlation of Phenotypic Sox of Fetuses with Aon to tic Fluid Testosterone Levels 
Evaluation of Renal Handling of Bicarbonate in Fat lento with Hyperparathyroidism 
Incidence and Characterisation of Adrenal Insufficiency la Oat Cell Carcinoma 
Evaluation of Basal Blood Pressures and Casual Blood Pressure 

In-Vitro Lymphocyte Stimulation and Leukocyte Inhibitory Factor Assay in Patients 
who have been lanunlsed Against Rabies 

The Effect of Design Alterations Upon Abutment Tooth Nobility with Removable Partial 
Dentures 

Measurement of Transept dermal Mater Loss in Anhidrotlc Ectodermal Dysplasia and 
Erythroderma 

Ocular Flora in Bum Patients 

An Evaluation of Water Diuresis for the Prevention and Control of Recurrent Urinary 
Tract Infection In Women 


Bone Scanning as a Method for Detecting Early Renal Osteodystrophy 



I 


¥ 


A. Army Hospitals (Clinical Investigation) 


I 


i 


MAOXGAN ARMY MEDICAL CENTER, TACOMA, WASHINGTON 

TITLE OF STUDY SPECIAL TTPE (S) 

Ranal Glycosuria: Evaluation of Ranal Function, Carbohydrate Metabolism, and 

Possible Development of Diabetes Nell it us 

Suppression of ACTH in Patients trlth Bilateral Adrenalectomies 
Evaluation of Individuals With Flat Oral Glucose Tolerance Tests 

The Hormonal and Metabolic Consequences of Vasectomy 

Family Studies of HL-A Antigens la Reiter's Syndrome and Other Rheumatoid Family members of 

Variants all ages 

The Incidence of Reactive Hypoglycemia la Patients with Active Peptic Dicer 
Disease (A State of Endogenous Hyper Insulin Ism?) 

Effect of Physiologic Doses pf Conjugated Equine Eatrogens (Praasrla) on Serum 
Cortisol and the Overnight Dbxaaethesooe Suppression Test 

Prospective Study of the Incidence and Manifestations of Allergy to Foods la the Infants 

First tear of Life In a Well-Child Clinic Population 

Filter Paper Technique for Neonatal Screening Program for Congenital Hypothyroid ism Infanta 

A Clinical Validation Study of the Walter Reed n e u r opsyc hological Screening Battery 
Cooperative Study for the Anal ye Is of Risk Factors la YOung Coronary Patients 



A. Army Hospitals (Clinical Investigation) 

i 

HAMC (Continued) 

TITLE OF STUDY 

Genetic Survey of Neutropenia In Blacks 

Lid Magnets Mr Correction of Orbicularis Palsy 

TRIPLE* ARMY MEDICAL CENTER, HAWAII 

The Effect of Acute Hypoxia on Pisses Concentrations of Antidiuretic Monona 
and Pis sea Renin Activity 

The Effect of Exercise in Man on Plasma Renin Activity and Plassm and Urine 
Antidiuretic Hormone and A1 bos ter one Concentre t ion 

The Effect of Ingested Antihistamines on Zn Vitro Aggregation oof Platelets 
Possible Etiological Role of Alrspora;ln Respiratory Allergies 

Diagnostic Correlation of Plaeae Angiotensin Converting Enzyme Activity to Disease 
Use of Bolter Avionics Monitor to Diagnose Ischemic Heart Disease 

Effects of Position on Second vf Labor 

* 

Evaluation of Immunity in Children Previously Vaccinated with Live Attenuated 
Measles and Poliomyelitis Vaccines 


SPECIAL TTPE($) 




Children Included 


Children 


Inmunoglobullns in Amniotlc Fluid and Amnlotlc Fluid Infections 



A. Any Hospitals (Cl 1 a leal Investigation) 


TAMC (Continued) 

TITLE OF STUDY 

/UMttvtnt of Surfactant 1 a Awiloclc Fluid by Surfaca Tatui Ion 

Standardisation and evaluation of Sural Harva Conduction 

Gaatrolntaatlnal Manifestations of lofactloua Hononuclaoals 

The Corralatlon of Total Lung Capacities in Children Age b-10 as Determined by 
Bellum Dilution and Chest Radiographs 

Hinged Cylinder Cast Management of Femoral Shaft Fractures 
Pereas ter s of Mobility in the Lumbar Spina 
Ultrasonography in the Evaluation of Faocreatitis 

Relationship Af Bile Reflux to Stress Ulceration in neurosurgical Patients 


SPECIAL TTFE(S) 
Children 

e» 

Children included 
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A. Any Hospitals (Clinical Investigation) 


LETTERMAN ARKT MEDICAL CENTER* PRESIDIO OF SAN FRANCISCO* CALIFORNIA 

TITLE OF STUPT SPECIAL TTPE(S) 

A clinical Trial to Compare Combination Chemotherapy in the Mana t— a n t of Patients 
with Surgically "Curable" Breast Cancer Who Have One or More Positive Axillary Nodes 

The Effect of Intravenous Dr o per idol on the Resting Ventilation and Ventilatory 
Response to Carbon Dioxide in Man 

Prophylactic Antibiotics in Cesarean Section 

Pediatric Enteropachogen Study Children 

The Incidence and Natural Course of Subacute Hepatitis with Bridging in Early 
Viral Hepatitis 

EEC and Body Physiological Alterations Associated with Successful Dee of 
Biofe edbac k In the Treatment of Migraine 

Clinical Trial ef Hyper insane Gave a Globulin for Prophylaxis of Patients Receiving 
Multiple Blood Transfusions 

» 

Study of the Effects of Neoplasia* Irradiation and Cheno therapy on Colony Forming 
Units and Colony Stimulating Activity 

Dynamic Rehabilitation of the Injured Knee: a He* Concept 

Normal Nerve Conduction In the First Year of Life Infants 

Comparison of Arterial Blood Gases in Postoperative Ce s a r ean Section Patients 
Versus Routine Post Vaginal Delivery Patients 


Rejection of Verrucas Vulgaris* A Clinical Therapeutic Trial I and II 
Novel Anastomosis Study 


/ 



A. Army Hospitals (Clinical Investigation) 


LAMC (Continued) 

TITLE OF STUDY 


Polybrene Neutralization Determinations of Blood Heparin Levels Coshered to Other 
Laboratory Parameters of Heparin Activity In Coemon Clinical Usage 

Development of a Method for Enhancing Scintigraphic Images by Computer 

Electrophyslological Indicators of Infantile Deafness or Central Nervous System 
Maldevelopment or Malformation 


\ 


SPECIAL TTPE(S) 


Infants 



V. 


B# US ASHY MEDICAL RESEARCH 


Facility 

Letterman Array Institute of 

Research 


>tt«nwn Armv Institute of 

Research 


Lattaman Array Inatituta of 

Research 


Lattarman Army Inatituta of 

Raaaarch 

US Army Inatituta of 
Dan cal Raaaarch 

US Army Inatituta of 
Surgical Raaaarch 

US Army Inatituta of 
Environmental Medicine 

US Army Inatituta of 
Environmental Medicine 

US Army Inatituta of 
Environmental Medicine 

US Army Inatituta of 
Environmental Medicine 


AND DEVELOPMENT COMMAND IN-MOUSE PROJECTS INVOLVING HUMAN SUBJECTS 


Title 

Physical, Chemical Characteristics of 
Human Stratum and Corneum 

Skin Disease Among Soldiers 


Type of subjects 

military o o n - co afea t aeta 

Active duty and retired military 


The Effects of Prolonged Water Exposure 
on Human Skin 

Delayed Type Skin Reaction end Lymphocyte 
Transformation in Cutaneous Diseases 

Osteogenic Potential of Degradable Ceramic 
In Periodontal Defects 

General Studies of Better Ways to Treat 
Burns 


Military non-combatants 

Military personnel and civilian 
dependents 0> 

M 

Dependents, retired military end ® 
active duty 

Moat patients 


The Central and Peripheral Ventilatory Military personnel 

Drive During Accllmatlxalon to High Altitude 

Pathogenesis of Acute Mountain Sickness: Military personnel 

The Role of Blood Platelets 

An Evaluation of Physical Fitness Before Military personoal 

and After Infantry Advanced Individual Training 

Effect of Training Frequency on the Maintenance Military personnel 
of Physical Fitness 



B.US ARMY MEDICAL RESEARCH AMD DEVELOPMENT COMfAHD IMOCSE PROJECTS IWOtmC HUMAH SCBJECTS 


Facility 

Walter iMd Amy* Ioit 1 tute 
of Research 


Walter Reed Army Inatltuta 
of Research 


Title 

"I. The Effects of Stress oo Hither- 
Order Components of Hueaa Performance; 
Sensitivity sad Decision Criteria la 
Speech Recognition, 

11. The Influence of Alcohol sad 
Multiple Task Dee ■ ad a oo Attention 
sad Memory Processes** 

••Study of Correlation Between Direct 
and Indirect Indicators of Pulmonary 
Functions** 


Type of Subjects 
college students 


college students 


Welter Reed Any Institute 
of Research 

/ 

Walter Reed Any Institute 

of Research 


Welter Reed Any Institute 
of Research 


Welter Reed Any Institute 

of Research 


"Proposal for Feasibility of Continuous 
Feedback Method for Modifying Physio- 
logic Behavior Using Hv—n Subjects" 

"Proposal for Continuous Monitoring 
of Multiple Physiologic Bysteas 
During Withdrawal fro* Heroin la 
Military Personnel Stationed la RVK" 

"Effect of Low Level Electro-Stimulation 
of Peripheral Kerves on Judpttar of 
Thermally Induced Cutaneous Pain" 

"Effects of Sleep Deprivation on 
Physiological and Performance Rhymlclty" 


college students 


military 


college students 


college students 


Welter Reed Any Institute "Causa lgla: A Study of Sympathetic 
of Research Activity la Affected Patients" 


civilian vol u n t e er s 
Walter teed Army Medical 
Center patients 


I 



V 


B. 0$ AM MEDICAL BESEABCH AMD DEVELOPMENT COttiAMD IN-HOUSE PBOJECTS IKVOLVINC KMA* SUBJECTS 

Facility Title Typa of Subjects 

Walter &Md Any Institute "Psychophysio log leal Ch an g— Associated college students 

of Baa— rch with Aapacta of Proble— Solving'* 

Walter Bead Any I— tituta "Epidemiology of Drug and Alcohol Abu—" military 

of B— march 


Walter Bead Any Inatltuta "Family Study" military families 

of Beeearch 


Walter Bead Any Inatltuta "Social -Psycho log leal History Study at the retired military 

of Be— arch Old Soldiers* Ho—" 


Walter Bead Any Inatltuta "Drug Abu— Prevention in Military Personnel civilian adult 
of Bee— rch 


O 

to 


Walter Bead Any Institute "Antigenic Components of the Cell Wall of N. Military male volunteer 

of Baa— rch Meningitidis 

Walter Bead Any Institute "Military Performance and Sere—: Factors Fa— le and Male Civilian adults 

of Beeearch leading to decrement of Per fo nance and 

Disea— 


US Any Beeearch I— tituta of "The Effect of Emotional Stress on Hand Any test subjects 

Environmental Medicine Temperature B— poo— to Acute Cold Ex- 

posure" 

US Any Beeearch Institute "Voluntary Warming of Fingers end To— in a Any teat subjects 

of Enviro n m enta l Medicine Cold Environment" 


"V02 max, endurance performance, oxygen Any teat subjects 

delivery — fuse tend Pikes Peek Laboratory altitude" 


US Any Bee— rch I— tituta 
of Environmental Medici— 



B. US ARMY MEDICAL RESEARCH AMD DEVELOPMENT COMMAND IN-HOUSE PROJECTS INVOLVING HUMAN SUBJECTS 


Facility 

US Army Research Institute 
of Environmental Kadlclne 

US Army Mad leal Research 
Institute of Infectious 

Disease 


Lettermen Army Institute 
of Research 

Lettermmn Army Institute 
of Reseerch 

Lettermen Army Institute 
of Research 


Lettermen Army Institute 
of Reseerch 


Lettermen Army Institute 
of Reseerch 


Title 

"An Evaluation of Physical Fitness 
Before and After Basic Train ins - 

"Initial clinical evaluation of Rocky. 
Mountain Spotted fever vaccine, 
formal in -inactive ted Shelia Smith 
strain, chick embryo cell origin, 
locked one, for safety and imeunogenlslty 

Metabolic, Physiological end Psycho- 
logical Effects of Altitude 

"More, Effective Topical Repellents 
Against Mslsris Mosquitoes 

♦Studies on Blistering Produced 
by Mechanical, Thermal and Chemical 
Agents 

♦Studies on the Effects of Beet end 
Humidity Upon the Skin with Particular 
Emphasis on Prickly Hast end Consequent 
Disabling Dermatoses 

Role of Skin Lipids in Prevention end 
Control of Infectious Disease in Military 
Personnel 


Type of students 

basic training subjects 
(Ft. Jackson) 

Active duty military and 
government civilian. Employee 
on staff (MD, VETS, Ph.D.) 


Military non-combatant a 


Military non-combatants 


Military non-combatants 


Military non-combatant# 


Military non-combatants 


* No studies carried out during year 1975 - projected 76 



B. US ARMY MEDICAL RESEARCH AND DEVELOPMENT COMMAND IN-HOUSE PROJECTS INVOLVING HUMXN SUBJECTS 


Facility 

US Army Institute of 
Environmental Medicine 

US Army Institute of 
Environmental Medicine 


US Army Inetitute of 
Environmental Medicine 

US Army Institute of 
Environmental Medicine 


Title of Project 

Determining Anaerobic Threehhold by Lactate 
Curve Plots 

Possslble Use of Vitamin C to Alter Patterns 
of Acute Cold Injury and Heat Loss Under Cold 
Stress 

Heat Production and Heat Loss in Chronic Over- 
weight as s Function of Endocrine Patterns 

An Assessment of Vlgllenee Decre men ts and 
Visual Response Times During Nitrous Oxide 


Type of Subjects 
Military personnel 

Military personnel 

Military personnel 
Military personnel 



c. CURRENT US ARMY MEDICAL RESEARCH AMD DEVELOPMENT COMMAND 
CONTRACTS INVOLVING HUMAN SUBJECTS 


Principal Investigator: 

Title of Proposal: , 

Anbar. Michael 

'Determination of Subprogram Quantities of Drugs and Narcotics In Urine of Huamn Subjects" 
Altemeler, William A. 

'Studies In Septic Shock and Other Pathophysiologic Effects of Infection In Injured Patients’ 
Bellantl, Joseph A. 

"Studies of Cell-mediated Immunity to Viral Infections* 

Beutler, Ernest ^ 

"The Preservation of Human Blood” 

Bjorns on. Aim B. 

"Studies of Umamologlcal Abnormalities Following Burn Trauma" 

Blacklow, Nell R. 

"The Etiology and Pathogenesis of Acute Infectious Monbacterlal Enteritis" 

Callaway, Enoch, III 

"Neuropsychological Studies In Alcohol" 

Clowes, George H. Jr. 

"Pnrannltls of Post Traumatic and Septic States: Identification of Causative Agents' 

Cohen, Phln 

"Search for the Leslon(s) of Platelet Storage" 



C. DSAHRDC Contracts 


Principal Investigator: 

Title of Proposal: 

Davis, Charles t* 

"Prevent Ion of Intravascular Coagulation by Means of Antibody to Meningococcal Endotoxin" 
Denny, Floyd W. 

"Studies on the Etiology and Epidemiology of Acute Respiratory Infections" 

DeRubertls, Frederick R. 

"Rolf of Cyclic Nucleotides In the Regulation of Lymphocyte Transformation* 

Dillon, Hug C. Or. 

"Streptococcal Infections: Natural History, Recognition, Mana g em en t and Control on 
Non-suppuratlve Sequelae" 

Gordon, Irving 

"Isolation or Characterization of Human Hepatitis Virus" 

Helms tra, Norman W. 

"The Effects of Smoking on Peripheral Visual Detection of Movement" 

Hendlfy, Omen J. 

"Pathogenesis of Respiratory Infections In Volunteers" 

Hlguchl, Takeru 

"Improving Oral Bioaval lability of Some Antlmelarlals” 

Hlnrlchs, David J. 

"Studies on the antlgentlc composition of Coxlella bumetl" 

Honlck, Richard B. 

"Pathogenesis, Detection, Prevention and Treatment of Infectious Diseases of Military 
Importance (Prisoners) 



C. USAMRDC Contracts 


Principal Investigator: 

Tltlt of Proposal: 

Homo, Richard C. 

M Analysis of E£G Records Obtained During Heroin Withdrawal In VI at near 
Johnson, Donald E. 

"Evaluation of the Health Effects Associated with The Application of Wasteweter to Land" 

Jones, Henry E. 

"Animal Models and immunologic Mechanisms In Derma tophytosis"- 
Kasper, Dennis L. 

"Iwounochemlcal Investigations of Cell Surface Antigens of Anaerobic Bacteria" 

Kawam, Antoine 

"Ultraflne Carrier network for Extending the Active Period of DECT Effectiveness" 

Kline, David G. 

"Evoked Potential to Evaluate Mechanisms of Peripheral Nerve Repair" O* 

•— 

(Craning, Kenneth K. ^ 

"Water Content of Stratum Corneum Iii Vivo" 

Levans on, Stanley fl. 

"Wound Healing Studies" 

Llmoge, A (me 

"Point Electroanesthesia" 

Lowe, Dr. 

"Salt Solutions vs. Colloid Solution In Resuscitation In Nan" 

Malbach, Howard 1. 

"Development of Mosquito Repellents Having Increased Protection Time for Han" 


3 



C. USAHRDC Contract* 


Principal Investigator: 

Tltlt of Proposal : 

McNamara. Hudson 4. 

"Formation of Debris In Stored Blood: Physiological Significance and ty Filtration* 

Mel nick. Joseph L. 

"Search for Hepatitis Virus ky Nee Methods" 

Moore. Francis 0. 

"A Program for Clinical Care In Physical Trauma" 

O'Brien. Charles 

"Alcohol and Drug Abuse In the Viet Nam Veteran: A Controlled Follow-up Study" 

Ome. Martin T. 

"Recovery froe Fatigue" 

Prata. Alulzlo 

"Chemotherapeutic Studies on Schistosomiasis” 

Reba, Richard C. 

"Antlmalarlal Drug Development Program for Phase I Clinical Pharmacology Studies" 
Rlegelmon. Sidney 

"Development of Prophylactic Antifungal Preparations" 

Sack. Bradley 

"Studies of E. coll Enterotoxln" 

Sacks. Joel G. 

"The Innovation Process and Command Consultation In the US Arqy" 

Salvldlo. Emanuele 

"In Vivo and In Vitro Studies for the Detection of Hmaolytlc Action of Antlmalarlal and 
other Drugs on G6PD Deficient Erythrocytes (A - and B - variants)" 



ft - O »C0~0l 
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C. USAKRDC Contract* 


Principal Investigator: 

Title of Proposal: 

' , Savara* 8. S. 

“The Application of Electrical Current in Oental Analgesia* 

Silva* Martins da 

"Epidemiologic Studies of Infectious Olsease Transmission along the Trans-Amazon and 
Culaba-Santarem Highway* 

Smith* Creed D. 

"Prophylactic Methods In the Prevention of Diseases among A nay Personnel" 

Soils* Robert T. 

"Quantitative Studies of Mlcroeabollzatlon In Man During Surgical Trauma" 

Stoughton* Richard B. 

Mechanisms of Perctaneous Absorption" 

Tapi In* Oavld A 

"Fungeous and Bacterial Skin Infections In the Tropics" S 

CD 

Theofllopoulos* Argyrlos N. 

"Establishment of an In vitro model of dengue Infection for the Study of Immunologic 
events In this disease" 

Vinson* William 4. 

"Rickettsial Diseases: Trench fever and Scrub Typhus* 

Wagner* Henry H. Jr. 

"Radiometric Methods for Rapid Diagnosis of Viral Infection" 

) Wangensteen* Stephen l. 

"Role of Lysosomal Enzyme Release In Circulatory Shock and Critical Illness" 

Wennafcer Lewis W 

"Relationship of Biological and Epldmriologlcal Characteristics of Croup A Streptococci" (Minors) 


S 


{ 



C. USAMUX Concnccs 


Principal Investigator: 

Title of Proposal: 

Ward* Cara Id N. 

"Evaluation of Body Composition of Hunan Subjects by Naans of Height, Height and 
Visual Appraisal" 

Weiss Narvln B 

"(u) Use of Metallic Endosseous Inplants as a Tooth Substitute" 

William, Harold L. 

"Effects of Alcohol on Hunan Information Processing" 

Wltherup, Sylvan 

"The Toxicity and Irritancy of Ultrafiltrates of Mon-sanitary Military Wastes" 



V 




D. OTHER ARMY AGENCIES 

f acility Title of fro 1 act 

US Amy Environmental Evaluatl on of Health Hazards of Selected Exp lo si vat 

Hygiene Agency 

BQ;<MASSTER, Ft. Hood, TX Strobes Against Troops at Night 

US Aray Coabat Develop- U SAD EC Experiment PC 027, Grand Plot 111 (Involves military personnel) 

meat Experimentation 
Cowrnnd, Ft. Ord, CA 

US Army Natick Laboratories Physiological Testing of Extras Cold Heather Haodwear and Jackets 

US Army Natick Laboratories The Effects of Cold Exposure on Manual Performance as a Function of 

Individual CXVD Responses 

Ft. Carson, CO Live Further Attenuated Measles Vaccines: Serologic Response Among 

Children 6 to 11 Months of Age 



622 


SCUKHR 


* September 1975 


NAVY PROJECTS INVOLVING HUMAN SUBJECTS 


T^/Z 


::.icai. i;iv?.sTioATic:i studies r:voi.vi::o hup. am subjects 


DETHESDA 


Study lio . 

3-C5-132 

2-0a-3**C 


5 - 05-361 
a -06-531 


5-Oo-SOOR 

5-05-577 

5 - 06-600 


3-05-62*1 

5-06-625 

5 - 06-626 

5-05-627 


05-628 


5-05-629 


5-35-630 

5-05-658 


'-7C5 

--.5-707 


■•‘tic 

Test of Irnunogenicity of Polymers of Amino Acids 
in Man and the Relationship of Histocompatibility 
Type 

Use of 1,3-bis (2-chlorethyl)-l Nitrosourea 
(BCi.’U) in Military and Other Eligible Personnel 
with Malignant Disease 

Disodiun Croroglycate and Pulmonary Function 

Treatment of Chronic Osteoradionecrosis of the 
Mandible with Hyperbaric Oxygen 

Inflammatory Bowel Disease 

Central Amines and Psychiatric Illness 

Clinical Evaluation of Freeze Dried Bone Allo- 
grafts in the Treatment of Ir.frabony Peririontal 
Defects 

Tissue-Covered Vital Root Retention in Kuraans 


Ontogeny of Lymphocyte Function in Children 
Use of Myocardial Perfusion 

Evaluation of Total Hip Prosthesis by Technetium 99 
Scinticltry 

Reflex Sympathetic Dystrophy: Treatment with 
Prooanolol 

Clinical Utility of Serum Glycoprotein Profiles 
in Diagnosis and Prognosis of Malignant Neoplasia 

I rnune therapy of Carcinoma of the Lung 

Cardiovascular Effects of Ketamine and Thiopental 
as Anesthetic Induction Agents for Patients with 
Arteriosclerotic Cardiovascular Disease 


Soria I ?ul- '• tr.ry Finer lo-. Studies During Pregnancy 

.'•’“.'•suramert of Total Human Serum IgE by Radio- 
immunoassay in Atopic and imunoclificient States 


BE ST COFTiVAUia E J 
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Cl STUDIES INVOLVING KU.YAM SUBJECTS - OAKLAND: 



5_i5_ijS7C Control of Adrenal Androgen Production 

r_:.3-i;93C Effect of Follicle Stir.vjlr.Mnc Hortene (?S:i) 
Production Upon the Testes, Testicular Sice, 

Sci:;cti Production, and Libido 

5-t2-*i9SC The Evaluation of Renin and Aldosterone Systems 
in Essential Hypertension 

5- - 3-571 CastritM and Puoder.itis: Endoscopic end Histo- 
pathologic Comparisons 

-*i3-572 Gastric Ulcer: A Controlled Study of In-patient and 
Outpatient Treatment Protocols 

-*5-573 Evaluation of Hypothalamic Maturation in Children 
with Premature Thelarche and Adrenarche Using 
Gonadot root n-re leasing Hormone (GRH) 

— ^ 3—575 Cholinergic Therapy of Reflux Esophagitis in 
Post-Gastrectory Patients 

-^3-581 Furosemide /Spironolactone Comparison in the Treat- 
ment of Essential Hypertension 

-E-58 1 * Study of Prostaglandin (15S)-15~Methyi~E2 Methyl 
Ester (U-35 ,560) 

n3-537 Corparison of the Preoperative Anxiolytic Effect 
of Five Medication Fegir.ens 

5-1S-53S The Addition of MAC Fractions 

5--5-S39 Evaluation cf Hyonosis for Postoperative Pain 
Relief 

The Relationship of Peripheral Conversion Rate 
of Androstcnedione to Estrone in Obesity and 
Patients with Endometrial and Mammary Carcinoma 


5--5-uA£ Evaluation of Infants of Gestational Diabetic 
Mothers ( I DM) Managed with Insulin ar.d Diet 
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c'„::.tcal investigation studies 

BEfHESDA : 


r: VOL VI KG HUM At! SUBJECTS; 




Study Ho, Title 


6-06-944 


6 - 05 — 8 ^ 1 7 


6-05-484 


€- 06-850 


Efficacy Study of Vaginal Prostaglandin E2 
(U-12,062, Dinoprostoro) Termination of Pre 
nancy with Fetal Intrauterine Death or Hyda 
diforr. Mole 

U3e of Adenine Arab! reside ( Ara-A) or Rheumatoid 
Factor for the Treatment of DKA Virus Infections 
of a Life Threatening Mature Characterized by 
the Presence of a Specific Blocking Factor or 
Absence of Effective Immunity 

A Clinical Evaluation of the Periodontium of • 
Renal Transplant Patients Undergoing Immuno- 
suppressive Therapy 

Tne Effect of Acute Leukemic Bone Marrow Cell 
Extracts on Ln Vivo ana In Vitro Colony Forming 
Capacity 




\ 

* 

/ 




crpt 
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CLINICAL INVESTIGATION STUDIES 


:::7olviho human subjects 


OAKLAND 


Study Vo . Title 

3 -; 3-093 The Effect of Methctcxate (!!ITX) on the Growth of 
Phytoheragciutinin ( r HA) Stimulated Lymphocytes 


3--5-096 


The Use of Helium in the Treatment of Otitis Media 
and Acute Barotitis 


3-fc S-lo6 Kavy Cooperative Cher.ctherapy (VfCSH) 
h-^ 3-259 Attenuation of Ear Protective Devices 


^-1*8-27^ 


The Half MAC Equivalent of Thiopental of Constant 
Serum Level 


t-L3-276 


C-tB-292 

t-;3-36U 


3-382 


5-^8-383 


=-i:B-3S4 


5-^5-389 


5 - 48-390 


3--S-394 


The Use of Mucosal Tattooing to Mark Incre-rrel and 
Pharyngeal Epidermoid Carcinoma Prior to Radiation 
Therapy 

Benzquinemide: An Ancier.etic to be Used tfith Cancer 
Chemotherapy 

Glucose Control in Pregnant Diabetic V.*cr.en by K?H 
and Regular Insulins 

Count erir.rrunoelectrcphores is for the Detection of 
Bacterial Infection Caused by Pseudomonas Aerugir.es 

Determination of Age and Healing of Vertebral Body 
Fractures utilising Radioisotope 

The Early Determination of the Incidence and 
Healing of Asceptic necrosis of the Peroral Head 
Following Trauma Utilizing Radioisotope Sear. 

Effect of tfydrochlorthiazide on Calcium Metabolism 
in the Hypercalciuri c and Normocalciuric Human 

The Effect of Cancer Chemotherapy on the In Vitro 
Responsiveness of Peripheral Bxood Lymphocytes 
to Phytcher.agglutinir. ' ?HA) 

The Regeneration of Intestinal Mucosa cn Denuded 
Surfaces 


* - 

y - -j / i 


AntiblOvlc * : ' I Br-;~t Mil!: 

Value of Percutaneous Liver Biopsy in f ? In oh die 
Liver Dlocise 



Oa 
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ci studies ihvolvims k~j;;a:: sibjects - oaxlamd: 


Study Wo . 

5- 1*3-568 

6- t8-669 
6-1*8-670 

6-1*8-673 

6-1.8-675 

5_ii8_678 

5- 1*8-679 

6 - 1 * 6-680 

5- H8-582 

6- 48-686 
6-48-587 

5- 48-691C 

6- 48-852. 
-45-354 


Title 

The Use of Intravenous Lidoc&ine to Blocit the 
Circulatory Response to Laryngoscopy and In- 
tubation 

In Vivo Platelet Adhesiveness 

Detection of Serum Anti-Platelet Antibody via 
Stimulation of Lymphocytes by Platelat Antibody 

Evaluation of Urethroscopy with Urethral and 
Bladder Pressure Profiles in Cyocolcgic Urology 

A Controlled Study of the Use of Relaxation 
Mediation Technique in an Alcoholism Rehabili- 
tation Treatment • „ 

Response of Hyoogor.adotropic Hypogonadal Women 
to Qonadctrooins 

Correlation of Vaginal Cytology with Serum Estradiol 

The Significance of Seminal Plasma in Early Sperm 
Transport in the Human 

Osteochondral Defects of the Human Xr.ee Joint, 
Evaluation of 

Effect of Triamcinolcr.g (Xenalog) on Ovarian 
Steroid and Gonadotropins 

Ratio of Estrogen E2 and E3 to Progesterone in 
Hunan Ann! otic Fluid 

Relationship of Hyperglycemia to the Circadian 
Pattern cf Plasma P.er.in Activity and Plasma Aldosterone 
Concentration in Nor. -Ketotic Diabetes Mellitus in 
the Human ' 

Comparative Evaluation of miconazole and My statin 
in the Treatment of Vulvovaginal Candidiasis 

Evaluation of Cholestyramine in the Triatnent of 
Clindamycin-Associated Severe Diarrhea 


- 3 - 
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CLINICAL i:rVF.STIOATIC:i STUDIES IMVCLVIKC HUM-V! SUBJECTS 

PHILADELPHIA 


Study Ho. 
3-C5-l*«8 

3-05-152 
*! -05-295 
5-C5-380 


5-<*39 


-C5-53*iR 
-05-559 

•05-550 
-C5-561 

-05-570 
05-583 

-05-595 
05 - 5 * 1*1 
05-651 

5 - 05-697 


Title 

Comparison of the Pro- and Postoperative Tread- 
mill Electrocardiogram. in Patients Unde r going 
Coronary Bypass Surgery 

Chemotherapy of Blood Diseases 

Allergic Therapy for Meniere's Disease 

The Effect of Antepartum Setam.ethasoie on the 
Incidence >.d Severity of Respiratory Distress 
Syndrome in Premature Infants 

Evaluation of Small 3o.:el Microflora in Cancer 
Patients with and without Therapy and Their 
Possible Pole in Systemic Infectious Complications 

Inf lntmatory Dermatophytosis 

Oral Contraceptives, Factor VIII, and the 
Hypercoagulable State 

Platelets in Coronary Artery Disease 

Biochemistry and Immunology of the Factor VIII/ 
von Millebrand Complex 

Alpha Wave Control 

Cholinergic Therapy of P.eflux Esophagitis in 
Post Oastrectomy Patients 

Sun Damage and Enhancement, of Epidermal Pigmentation 

Change in -the P.efractive State of the Eye 

The Clinical Effect of Topical IS S-Kathoxy- 
psoralan Fallowed by Doer Ultraviolet Light 
on Proven Dermatophytosis 

Pharxokinetico of Methotrexate: A Study in 
Psoriatic Patients 



c: e-' '.'hysiclcf.io Far.ges of Co rum. Coslrlr 
> . • ' .opn--. :•* 1 nctor 


[ BEST COPT iyCUiBLE ] 
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CLIi.'ICAL INVESTIGATION STUDIES X:;7CLVi::C SUBJECTS 

PORTSMOUTH , VIF.Gi::iA 


Study Ho . Title 

3-08-180 Role of the Alternate (Properdin) Pathway for 

Complement Activation In Hunan Disease 


<1-08-363 Embryopathy end Reinfection Rubella 

<!-08-<(70 Mechanism of Secondary Peristalsis: Studies Using; 
Intraluminal Pressure Transducers 


• 4-08-473PS Hunan Chorionic Sorrator.sr.motropin in Hypertensive 

, Diseases of Pregnancy 

5-08-475 Participation in Acute Leukemia Group B Investi- 
gational Protocols 


5-08-477 Incidental Appendectomy 


2-08-501 Treatnent of Dysplasia and In Situ Carcinoma of 
the Cervix with Cryosurgery ar.a C02 Laser 


5 - 08-586 


Measurement of Colonic Motility 


5-08-587PS Farr Binding Assay for Antibodies to native DMA 

5 -O 8 - 588 PS Resensltitation to Caroar.azcpine in the Management 
of "Tic Douloureux" 


5-08-592 Treatment of Acute Myelocytic Leu’.: era! a and Related 
Disorders, Humber PH K 001 

5-08-593 Use of Adriamycin in Certain Metastatic . Malignant 
Turners 


5-08-594 Immunotherapy of Patients with Carcinoma of the 
Lung 

5-08-6<:3 Use of Etldocalne (Duranest) for Lumbar Peridural 
Anesthesia in Obstetrics 


r nO £ f x *N IP 
y “ J ** Jdy. v> 


Ml d-trines tor Abortions Using Intrr.-inr.iot ic 
Prostaglandin F 2a ana Laminaria Tent Cervical 
Dilators 



clinical iiivssticat:?:? studies imvclvino huka>: subjects : 


pcrts/.outh, 

Sr-dy No. 
5-03-665PS 

5-CS-703FS 

5-08-705PS 

5-C8-798PS 

5-08-799PS 

5 - 08-800 


VIRGINIA 


Title 

Evaluation of Tracheal Oarage from Prolonged 
Endotracheal Intubation 

Regional Anesthesia fer Lower Extremity Surgery 

A Study Comparing the Spirocore(R) Incentive 
Breathing Exerciser ar.i the Bird!*') Intermittent 
Position Pressure Breathing Unit in the Preven- 
tion of Postoperative Pulmonary Complications 

. Cor.pari t a.i of Epidural Saline Placement and Epi- 
dural Blood Placement in the Treatment of Post- 
Lunbar-Puncture Heedache 

* . 

The Effect of General Anesthesia on Platelet 
Punction 

Efficacy of ?re- and Ir.tra-operative Ceohaloridlr.e 
in Prevention of Postoperative Wound Infection 
in Orthopedic Surgery 



Of W Ul 
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clinical investigation studies imvolvino kuka:: su3jsc?3 

SAW DISCO 


C. . 4 ., *»• 

• • z2 • g 

2- 16-029 
-15-033 

-15-039 

15-157 
‘-15-257 

--15-260 

--15-261 

1-15-262 

1-16-369 

2rl£-!ll«) 

=_L6_liUl 

5-15-4H6 


Title 

Endoscopic Pancreatocholanslography end Kanonetry 
of the Sphincter of Oddi 

Evaluation of Routine Strip Chert Recording of 
Echocardiogram on Hcwborns as an Aid In Diagnosis 
of Congenital Cardlec Abnorr.aH ties 

Disorders of Henaglobin Synthesis in Newborn 
Filipinos 

Determinants of Lower Escpfcaseal Sphincter Pressure 

Early Diagnosis of Asceptic Necrosis of the Peroral 
Head Following Treuratic Dislocation of the Hip 

Monitoring Arterial Blood Flow in A-S-0 

Ultraviolet Altered DwA in Epidermal ?uror3 

Hyperoxaluria and Inflammatory Bowel Disease, the 
Effect of Ileostomy 

Determination of the Cause of P.ed 31ood Cell 
Microcytosis of Infancy 

The Recovery of V /Q Following Pneumothorax 

Recurrent Lower Urinary Tract Infections in Women: 
The Effect of Urethral Dilation, a Prospective 
Study 

Kyperfibrinegenemia in Cancer Detection 


5-1 c-ttB Epidemiology of Peritonsillar Abscess and Prognosis 

of Disease 


= -l5-!i51 Influence of Sodium Chrcmolyn on Mast Cells in 
Allergies 

'-l5-*»53 Lymphocyte T-cells ar.u B-cells in Patients with 
Malignant Melanoma 


57 ?s Evaluation of Marcair.e *.3 a Local Anesthetic for 
ire D 
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CLINICAL LT'ESTIGATIO:.' S'JJDIES II.'VJLVI’.’O HU.' A.l SUBJECTS: 


S/tt? DIEGO 


Scudv Ko. 

Title. 

5-l6-l»5SPS 

Zoster Ir.-une Globulin Program 

5-16-485 

Therapeutic Benefits cf Fiberoptic Bronchoscopy 

5-16-539R 

Angiographic Analysis of Left Ventricular "ech&nics 
in Young Patients \:iz'r. Atypical Chest Pair, ana 
Ischemic Heart Disease 

5-16-6 32?S 

Diagnostic Value of Peritoneoscopy and Trensdusder.al 
Cholangiography ir. the Diagnosis of Obscure Etiology 

5-16-535PS 

Treatment of Condylcr.a Accunineta by Autogenous 
Vaccine 

6-16-803 

I%easurene.it of Arteriovenous Different Cardiac 
Pathological Conditions 

6-16-809 

Keaaure.nent of Insulin Resistance ir. s-ew-Diagr.esed 
Juvenile Onset Diabetic Subjects 

6-16-810 

Rifanpln as Adjunct Therapy for Chronic Osteo- 
myelitis 

6-16-811 

Triclyceride Production Rates in Obese Diabetics 
with Hypert ri gly ceriderla ; Effects of Fasting 

6-16-812 

Detection of Pericardial Effusion by Echocardio- 
graphy 

6-16-813 

Fascial Cor.partner\t Pressure Study 

6-16-315 

Transfer Factor Treatment of Cocqidiomvcosis 

6-16-824 

Alterations in Tissue 20$ Levels Following Ex- 
cessive Exercise 

6-16-826PS 

Obstruction of Venous Return by PEE? Ventilation 

6-16-827 

High Frequency Hearing Loss and Hyperlipoproteinemia 

5-15-837 

Studies of the Effects of Abuse on Infants ar.d 
Children (Cooperative study with VA) 

5-16-333 

Androgen r.: Estrogen. r.etabolisn in Postmenopausal 
’/or: or*, with : 3 . ■ trout Endometrial Career 


\ 

/ 


- 2 - 



VO 


sa;: diego 

Study Kc , Title 

f -15-639 CMnicnl and Experimental Studies of the Audiometry 
System 

-15-8^0 Objective Asnessrar.t of the Ccp&bility of External 

Pressure Circulatory Assist 
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NAVI OOMTXACT P&OGtAH — Volunteer Huho Subjects 

** *S :*.*r »!% a'. ' m — 

(ActWcitficts as af *S 1*7£5 w 

♦* %>*** V ***<: T 
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KOT CONTRACT FH0G1LAM — VoluatMr Hum Subjects 


(Act tv* car* 
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MAVT COVTBACT PfcOGtAM — Voltmeter tlinmn Subjevto 


ftf atil flHctrch 


' k: ** S .•;<*«* 

{tetUm'uJ.VrtJCti it cf '.5 !C75) 


•;:.t *10 * : 






















■m COtnXACT RESEARCH PROGRAM— Voluncr Hows Subjects 


.:vis1cn 


>yuu 

t' rj?*i 


f '^sTr 

(A stive tc*:.'tc 






C*cc tt/ • jra *:*. 


j 


j 


.,*»wc: 7*t’e . 

Description 

Potential- 

ly 

Hazardous 

la J .Bfl— 

* I 

Purpose !r.v<tt 1 gttsr 

\ ! 

; 1 

1 l 

Tf i c * ' *r . 

TcStHp J =Z *C U-f . 

(cu.tr.ct I : jU ' ~ * -1 r . 

dates) J • — J— 1 — » » *- # 2 : 

*v:ct and Pccfcanisw 
* -irW «rwsuri Kor- 
Syndrort and Inert 
tt KarcosU 

. 7*. <i'tr?,7 

Brain responses, paper/ 
pencil, performance and 
coordination tests 
studied at Increased 
arilent prtssurts uslnp 
dlfftrant pas arixtures 
and varying tempera- 
tures. 

X 

* 

r 

Extend divine deptn* 
and duration safely 

j 

Of, fViti*’ »•<< .•* . 
fcept. of ferine-, 
siolopy 

Cu^.e Itolvcrsity 
radical Center 
ucr+tm, «.C* 27710' 

ji See 75 

* « s 

j i 1 ; 

! : « 
1 * * * 

! M 

i ! ; 

fVt 1 © 1 ©Sical Factors 
evolved with Survival 
n .'ary Cold Vater 

i 

>* ff.K /*»' * 99- O-tiS'-fZ 

Exposure of anlrtts 1 
nan to cool water 
Itaartlon 

1 

• 

X 


Identify physiolog- 
ical relocates to 
sodden cold voter 
exposure X develop 
count* measures. 

‘ 


:x 7<- 
53 7.9* 75 

2 v;'. ‘If. ! 

» 

! ! • ! ' 
m i .; 

»*VSloloflca1 Studies 
\r. I'en Ourln 9 Simulated 
sn^itlw 01 m to 

>:c ra 


X 

! 


To monitor poten- 
tial ohyslolaglcal 
changes and adap- 
tations to pressure 
exposure; to extend 
dive duration safe- 
ly. 

i 

— 

Or. $. X. Hemp 
Copt, of Physlokcy 
l*n1v. of Hmll at 
U'anot * 

lOBO East 'dost toad 
Honolulu, Heart 11 
tfP?i 

i 

1 Jan 75- 
31 Cac 7$ ! 

I 

i 588 j*. 5 » : t. 

! i : i j 

Ml ! i 

: ! i S 5 

i { j I- 5 

1 ; ! i ! 

♦ * J 1 1 
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NAVY CONTRACT RESEARCH PROGRAM— Volunteer Sums Subjects 



; Ulv^lon . 

»*:rr:T Smirch 

.v'* -s ..v.c: _ _ 

/..':«cr !hs*i; ( , ; 

(Active ccr.trictx tt of \l 1575) 

*S£C . ' !* S**'.CT:V. */, , • 

1: 


• 



«b 













Subjects 


a 


ux 


m 


Usurch At Btty Research Laboratories Involving Hunen 


^151.526.002-5016 
J 002-5019 
CC6-9016 
C22-OXJ2 
.WIJ35.07-30U 
07-3012 
07-3013 
03-30U 
09-3016 


Flr/flicsl <svj poytftoi^Lc.i dk ^ ‘V-icclco n.*el ? «iv: of occvraicrsl clfcccr O to 

Effect* of ocgsni^tlxul * trees a health srM pcssa&gsl^ c to u iv jKtsa i 

Slecn pattern.*: end periorsettea in operational cnvircacnts M 

Prediction of cojct sod miner ocdUknts In grcq»s of i'/wal penxavsl *f 

Reduction of psychiatric casualty rates **xr, hospital*** * 

Identification of ecrly Indicators of alcohol!** risk moor, nral personnel *f 1 
Guidelines Cor pcychlatric iaccrvouciy* dec Iri o n * In the fleet H 

Ihe of fccts ef shipboard cnvironocntal d«ir,t and fabtrabllity c ha rc c to r lr tl ca ou health darkvt dt?in;-rrT.t 
tUgh-dccand health service uoars in the ttovy end thrlao Corps M- 


S* 


MF5l.S2A.C06- 2002 Hum por Com m cc vac Lability In atbaorine lnfocsotion processing task* H 
006-9010 Optisisntlon of auditory performance of aboard shtatino prraor.ncl V 
ITJSl. 09-3001 Ouvelopncnt of visual screen: sf.. cieoLry, i4*.J iUU-.;J f*~ nJ\ •>.-/ :*>.lcr*i . * 

H f 5lr52A‘.023.QC96<| 0ovslcpscs»t of auditory scroccUrg sad acoustical tolerance s ts n da f da for s u b a r ito/O^'.-oard pcivci-vi. 
for.«vVy^ 


MU03.03-3T/33 

Mt;u.oi-iooi 

01-1002 

K>m0.03-2U.0 

03-3015 


Sonar o p era tor initial sural detection p er fo mn ee during sultiplo target tracking 
Visual requirements for qi or a tec * of visual nonar displays V 

Undc&votcr vork assesaaent of Wavy diver periosesneo m- 

fccroplqrsielegical indices of Susy dlvsr per f or ma n ce *f 


MF51.S2A.002-5012 
006-2011 
006-5001 
OCA-9017 
m33.09-3513 
. 09-3011 
09-3012 
!Cni0.03-3Q20 


If *51. 526 .013-1012 
itiiy.xi-ioci 
moo.oi-co'io 
01-0006 
01-0005 

Kfti. 526.013-1006 


IfNOX 05-3093 
12106.01-0033 

0 J -0035 
01-0V7 

01 -<r.v% 

01-0065 

12(06.01-1021 


huticdif motivational change sod Aeron a u tic a l adaptability oaeng Itovy and r -trice Carre aviatir.i cnitx:: w 

Visual acquisition ftrtcdone in operational tnviroccanc * H* 

Per f or m an ce Units feqeted by vesribular responaos in coving cd.ll eery system H 
Conc ur r en t truldc-ttk per fo or n oo secsurceenc 9 

Cralov^stihuUr cCfectn on visual performance In coving cdiltary systxae: Stabilised cptLcel vk-I <Vr,:ve* 
CptfetUacton of auditory perflocsr n cc in Nasal oviittlca H 

rr yeho r by r tolcgtcal teste for qmndothe diqyoscic eao o s * x ent of Naval tlitfaz poromncl H 
-Katie* oC o^U^^ln ^ dlvcr, * 

P.cUUonahip of hUtQO06.^,lUU^ ^ w*« <«.u« tuposshttsu In sdlltscv par*oor.- s l I 
ll.yaiological effects ot uosrlng sou-contained breathing devices In heat sum t 
l#,nwol techniques for frecsiag olntclntn to orart onsfcat casualties i * *■ 

ftepratiue oo-pety of bottle c asua lties by tranap lentstlan: clinical test of hum sotllyanhocytc «na > 

Bone umm aplasia in *.Utaty casualties - clinical tr oatoon t by trsMplanestlcn l 

Reparative slavery of casualties by twwpUntsttoa inductlen of pacific few tolerance vtcb preparation of 

antigens 

Hyperbaric o cyppn therapy for diode o steosy c litia of the wdaii f 
Hyperbaric oxyge n in the t r ea fon e of o s toewye litis X 

meet of hyperbaric o xygenation upon fracture (tibia) hsUig in hnas S 
Smrare of hone c a r g o s for boost transplant nr ion < 

Feasibility study oX Che use of a frost blood bate aboard an Um s 
In vines dotctsdnctlt of kmeaffttnee fet bone metov gaCnd s 
Ctstvtlry cave - wadlcal Isbornfory danolepoont A 
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% 


luurch at Msvy lifurch Laboratories teaaivlnt Hum ^lacta 

m rr i n Tvnr. 1 * ; _ 

.•r£flft"s5 11 SSiacsd aactim diwi^TS^tSyuT n\irq ; uv<xyiv^ wvsw^ 'i* ** ‘ « 

UU13. 02-211 3 Plasm aod sera protoin ffi y a w w during hucm saturation .-A CM^a <U.*lv v v4Cw l.iu *ic .w* t n; 


•3003 BtochcaHcal Mid htantologicol f ac oot a In pra c ti cal and aiate d repeat dlvirg j . 

•TOCO /tof^uladon of tosptcatioa and drcUUdwi at teat and dbrity: exercise la Mmol divine ovwxiw * 

1*51.524.014-3016 Effects of repetitive apoan to su ba arln a aid dMnpxtrtcoinKXS mad of hocnral Lac. tea ©a sdnctal rtcibolicn / 

r # -9016 Invcctir/itlpn into the transient reduction la huesa blood platelets Induced by tr/r>^rtvr:.i / 

13041.01.01-0200 High pressure air «*V or Inert ra* effects upon oxygen transport and odd-base toUacc ri^Uticn in Civet* / 

06.01-0026 Biochcadcal evaluation of adaptlm res po ns es to the stresses of sUosrine and divine cwvircramt* / 

<1 MttilO. 01-6011 KcsplraUXY saado response to in cr ease d ventilatory loads j 

02-6011 Ca^diovneular and endaarlm respo n se to cold ixtrertlon and occrd— s 
02-7061 . tesalratory regulation In typerborte ta wyberca 1 

02-6013 Influence of I n cr e ased 102, cat density and h y d rost a tic pressure upon cartac output Ir. rrn i „ . 

O PF31.S24. 024-0006 Dete rmina tion of thcx&Sol requlratcnts of aircrew pcrsoonsl equipped vlth dsdflQ-apyl.it; personal proceed */c cy.i: . . . 
c»xrceo cr&iratvcrttal conditions 

1331.324.063-7026 ExuxsdLty bostirg in alrcrctaxn s hooed to cold I 

IMW.01-5001 IHrvttiaidai of teem dyomutc r tgpn n cc to iapacc acre 1c melon I 

1(31.324.003-2013 Use prrvei:tlon of ancten alrfaetw hy iwi af <?nw 

Centra Hk3l. 324,005-7624 Uucn lend *nd neck reaponso in -mltl-cxls accdcrstic.* during dUtcy pnmcfcuclng 3 

1C KS1.324.005-ICQI Effects of canhined st r e sn eo m Mtvnl Aircrew pcrtoonncG S 
003- 7022 !Uc*xUcai evaluation of C-pro* r^ctlve positioning cystes* 3 

tfVfcl.Ql .01-0132 the effect* of biorhythm cn health and p er te a w e e 1 

13041 .01.01 -8H6\ Pcrfont3. cc c rihnn cct a nt thrtavh computer aunlcorlr^ of physiological emte i 

KIC41 .01 .01-0147 U« effete of flurneopon on the arousal threshold and unking pcrforacnoo of gpod and pear sleepers 3 
1(31.524.002-5011 PcychcMochcodjcnl assays of stress tolerance aeong naval scrvlco personnel f * 

022-0006 Emily health: Ihe modes of adjusowat to xpsatian 3 * 

022-0005 factors related to po hoaldi of returned prlscaiecs of wr drirf* mu! a licrqumt in cc;4 lvljy .* 

•*-3« WK5\.52A.fl04*90!5 .hn^tynMcnf and visual peeCoomnoe mhe hyivrbntic ad other Ihvnl ceriinnmra * J 

M f;l0.03-lfl20 of diver perfbeamee mtmewnt arthesb 1 

0V2O3O Stimy aids amt training p wcditn fine h|trodif t udnvnlet vlnlcn 3 
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ItMMrch at Bayy Baaaarch taboratoriaa Involving •** Subjacca 

la 


mo4i.o2.CHm6 

01. 01- 0017 
02.01*0022 

02.01- 0026 


?3 

12-5027 

»5 

tf1X)3. 05-3037 

‘ 

m33. 12-3032 

I 

1731,524. CM -C 

1*2 

M3. 12-5029 

r 

IJN03. 12-5020 
12-5022 
12-5025 


Preparation of video bleed cell- end* placcLcc-oocr rod cells for thcraj-autic tmrruui •: (* 

function of preixrvcd red colic: to provide CincrjLcnal red cello 00 leprous < ^bi <hl*vc ;7 in r/: “vr.-T.i r r y . 
Evaluation of liquid end previously frozen vdsM hum rod cells in the cxtroorpocca 1 . eixedLatisa: %}*.- !**;!. f^.: 
incipience of CTimftslovixuc infection 6 
F rcexc-prcscrvnc tan of leukocytes for treatment of ftepalb 6 

If 

Pathophysiology epldaalolenr end treatment of loucc-bomo rcL-pslnj; fever; a dloaoso oC rdlltory izrazZrm 1 V 
the early diagnosis, pathaptyaloloey gad t r ea tme nt of typhus fever f* 

Kalarla vaccine : Irm . r op tcphylaxlc in oar. under controlled conditions 5 *•••.*• • ' * V 

Treatment of parasitic dtocaacs of sdlltary importance In SE Asia * x.T 

Disease of military Importance; epidemiology, prevention, dlcjoiosls, end treat* scat of Vacu.rl*l tmirfitii; * * 
Infectious and parasitic diseases of military lopertancc In afrlca and the Kiddle East - • 

Cisceso of military ioportanoe: diagnosis, theory, and prevention of salmonella enteric feverr. tr.i o.'.r r cr«tcr le . 


2 


** i£j 


HF31. 524.023-3000 
f»C03. 14-1016 

MT31. 524 . O23-1C05 

r cwi-ic.r* 
C2J-JW. 
023*1006 
. 023-1CC9 

023-10V1 
023-2032 
023-2033 
02>20Vi 
023-2005 


Development of a means for 
Effects of interne chip 


J 5 Naval unrfsre casualties > 
en vi ro n me nts on personnel pcrfxocsnce, safety and veil fc-ir* 


fhyniolcr.lcal effects of tplcmncc to he.it strew*. In sJuphttird npnews ? 

of tropical cnvtramcncnl lent and body cWrydradon m physiolrr.lc adapcntj.m ? 
h»fKh«(cAl ctvrrncccrlatlcs In defbUnr. Nat nrclianCixoliist t 

Itt*«rdLi».e effects of mater Intake on teat octyt-ttlfinal lyp ct t h cra d a 3 
Pody ccirpositiflo as related to beat ncdlflaUmtloo i 
Identifies tlcu of heat occltantlxatlbn 3 

Effects of car protective devices on the auditory per Co nvince of equipment op erator: : In i»irJ>-N*vcl ivr»i r-; 
Revclo.ratt; of c Wsape risk criteria for continuous noise aqxmunos In hypetUarie cnviriyao^r. ? 
Prevalence of hearing loss m co & various Itivy rated p er s onnel 3 
Nearing loss aroeg per so nnel in the U.S. Navy and Narine Corps j 


e: v!ir.— * /.* 


\ 


/ 
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SCUM IE 


9 8«pttab«r 1975 


K 

AIR FORCE PROJECTS INVOLVING HUMAN SUBJECTS 


Attached la a propossd Air Forca raply to Congrsssman Roybal that 
contalna partlnant Information regarding tha AF Clinical Invaatlgatlon 
Program In ganaral summary terms. Tha raply alao addraaaaa tha laaua 
of AF uaa of halluclnoganlc drugs* Following that matarlal la summary 
Information onAF contracts and ln-house clinical rsssarch vharaln human 
subjects ara ussd. * 


\ 

) 

y 
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2 September 1975 

SGP 

Experimentation 
SAF/T.L (Major Gregory) 

1. The following is a proposed reply to Congressmen Roybal i 
“This is in reply to your letter to the Secretary of the 
Air Force concerning Air Force intramural and sponsored 
extramural research and experiments involving human subjects. 
IAFR 169-6 (atch .1)) . 

"The Air Force participates in clinical research with 

• f 

new drugs in conjunction with civilian research institutions, 
universities, medical schools and teaching hospitals, 
through the Clinical Investigative Program. This program is 
governed by \ir Force Regulation 169-6 (see Attachment 2). 

The Air Force effort is to participate in the clinical trials 
of new therapeutic agents developed by other investigators 
and new trea-ment regiments of proven drugs. 

"The application for a research project by a principal 

a 

investigator is carefully reviewed and evaluated at multi- 
management levels. The final review, approval and monitoring 
responsibility rests with the Surgeon Generel through his 
Clinical Research Committee. The Clinical Research Committee 
insures that the investigator complies with the guidelines 
and safeguards of the Department of Health, Education and 


\ 

J 



Welfare and the Food and Drug Administration. Members of * 
this Committee are military physicians with specialty training, 
national board certification and research backgrounds. 
Proscribed formats for rosoarch protocols, reports and data 
collection aro standardised for each research project. 

"The Air Force has not accomplished any in-house research 

with hallucinogenic or related drugs. The only direct involve- 

1 . 

ment was the participation of approximately 30 military 
volunteers in the late 1950s with the United States Army 
Biomedical Laboratory at the Edgewood Arsenal. 

"There were several Air Force contractual efforts; one 
by the Wright Air Development Division (WADD) , Air Force 
Systems Command, with the New York University Research Center 
and several others by the Air Force Office of Scientific 
Research (AFOSR) (see Attachment 2) . These were an outgrowth 
of the Harvard Symposium on sensory deprivation held in 1958. 
That symposium recommended very strongly that LSD might ‘ • 
simulate sensory deprivation effects, a fact which would 
negate the need for time consuming experiments with sensory 
deprivation. The Office of the Air Force Surgoon General 
advises that, many organizations went to work with LSD and other 
psychotomimeticB; this particular research was conducted in 
civilian medical research programs and medical centers. 

"Gonduct and supervision of the research were the respon- 
sibility of the civilian institution where the contract was 
performed. The final reports received by the Air Force on 
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the research studies were s lunations of the total effort and 
do not include detailed data procedures or computations such 
as the total number or descriptive information on human 
subjects involved. Most of the data obtained by the Air Force 
from this research was published in open scientific literature. 

"Many of the controls now required for medical research 
contract monitors were not in offect during the period and the 
research wac performed under the then accepted standards. 

Thus, the AfOSR from the information now available cannot 
ascertain whether or not volunteer statements were obtained 
from the patients, their legai guardians, or the volunteers 
themselves in each and every case. Copies of Air Force 
regulations which mandate current safeguards in the wellbeing 
of subjects in Air Force research projects are attached for 
your information (Attachments 3 and 4)." 

2. We are pleased to be of assistance and trust that you will 
find the foregoing information helpful. 


3 



646 





6 Aug 75 




Aug 75 


: { • :* ; 


DEPARTMENT OF THE AIR FORCE 


Washington , D. C. 
MEMORANDUM FOR: AF/SG ’ 

SUBJECT: EXPERIMENTATION 


so-i' 

Cvj (*.- 
CiS' + A ^ 


so 


The attached Congressional Inquiry Is forwarded for 
the action (s) indicated. Adherence to the previsions of 
HOI 10-20 is imperative, with particular attention being 
given to meeting the suspense established above. 


( x) Request a proposed reply (double-spaced draft 
in duplicate.) 

( ) Provide a telephone response to Action Officer. 

(00) (OO^MOT) return this memorandum and attachments. 


MAJ G regory 57361 

Action Officer Extension 

SPECIAL INSTRUCTIONS : 



RAUPH J. MAGLWNE 
Major General, USAF 
Director 

Legislative Liaison 
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Congress of tfjc Slmtcb ghtfitas 

JOonflc of LUprcftiitnlibesf 
QUftlinffteit, 23 .C. 20515 ' - j 
August 4, 1975 

V : > 


Mr. John Me Luc as 
Secretary of the Air Xorcc 
The Pentagon 
Washington, D.C. 20330 


UW< IIW K l UMVUMMK 
Wmimt 

T« *W>fAn » <4. f- vnu4U*a * 
U*M*W 


. ,i •c&mcoMMirrr.pMM 
Mm mm> 


MMOe«*IK CAUCVt COMMIT 
OM OWWU1 OH, >niOY Afc 

•twcw 



Dear Mr. Secretary; — 

As a member of, the Appropriations Committee, I am conccrncr 
about the expenditure of any fedora) funds by youc Department to cor 
research or experimentation involving human subjects. Concc<nn*i»tly, 
X would appreciate your cooperation in developing n listing of. .j 11 
intradural and cntrarmiil project:; where hur.ian su> jccta-wcrc used 
during any eert of the period f rot: 1 Off* to the. present. 

Thin listing should /include the following in forma :ion for each projoi 

1. Description of any practices or procedures (c.g., behavior 
w ix>dif ication or pain- producing techniques) , including esc*- .« mental 

testing of any chemotherapeutic or mind-altering agents involving 
human subjects, 

2. Purposes of these studies, 

3. Dates of testing, 

4. Responsible investigators, 

5. funding levels, 

6. V. Aether intramural or extramural, 

7. Wumber of human subjects involved, including a breakdown by 

the following categories: children or minors, conscientious objccto; 

military or civilian prisoners, mental patients, and other military < 
civilian, 

3- Dco*:rtr*.cntal regulations and procedures designed to assure 
inforr.icd consent, protection of human subjects, as woll as the ethic: 
conduct of experiments, 

S. Description of departmental reviewing authorities, their 
individual c.;;ia) ificaticnc, ant scope and exercise of thoir roview or 
enforcement powers. 
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10. Sauries of all informed consent procedures and forms u^cd 
during the conduct of these cx,x:rimcntfj. 

X would he grateful If you could forward 'this information at 
tlio earliest r>ossiblc date. I am certain that, in liq'nt of recent 
revelations concerning J*i 1 i tar «•- funded enparirronts involving huiian 
subjects, you ere an anxious an I aw to develop improved safeguards. 

Thanh you for your assistance in this matter. 


6 


Sincerely yours, • 

w • *• 

imVvRD n. HOY&M# 
i-ienbor of Congress 


KhR/wnn 
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COi (TRACT SUMMARY 


'ifiSTITUTIOn 


DATES 


CQifTRACT H'J:?.SR 


uiiiun t. lka;*:o:!, 
: «d & 

Kail R. DUP.CH , MD 


Saylor University Kadi cal A-R 5S-APR 57 
Center 

APR 57- APR 53 
APR 53- APR 59 
APR 5S-APR 60 
APR GO-APR 61 


AF 13 (603) 79 
AF IS (603) 79 
AF 18 (603) 79 
AF 18 (603) 79 
AF 18 (603) 79 


$ 55,200.00 
74,431.00 
60,000.00 
60,000.00 
40,000.00 


TITLE: 


"Investigation of the Effects and Itode of Action of the *Psycho-cher.icals' on, 
Hurnn State of Consciousness" ' 


- MILITARY IMPACT: 


The effects of psychoto:.iic!2ttc drugs on states of consciousness, for 
individual perfoivanca and group activity. Identification of psycho- 
tc:.:i.~ 2 tic drug poisoning on individuals ar.d groups with related activity 
teir.g nalntained. t Perceptual disortations will be studied and naans of 
countc-r-protection will be explored. 



CONTRACT SUMMARY 


• 

% # 

* mm # • 

•< 

• 

, 

INVESTIGATOR •• • I.'iSTiTLTTICM 

. .. dates .... .. 

CONTRACT HUMBER ' 

COST 

leil R. BURCH, MO Houston State Psychiatric 

Institute (Baylor 

JUL 64-JUL 65 

AF-AFOSR 727-65 

$ 53,303.00 

University, College of . * 

JUL 65-OUL £S 

AF* AfOSR 951-65 

65,736.00 

Medicine) 


• 

• 

Ot'L 66-OUL 67 

AF-AFOSR 931-66 

SS, 327.00 


JUL 67-JUL 63 

AF-AFOSR 951-67 

63,412.63 


TITLE: “Psychophysiologtcal Correlates of Hunan Information Processing* : ^ 


MILITARY IMPACT: The results of the research will lave direct potential application 
to problems of interrogation. Tha finger plothysnogran and ££G 
• variables nay appreciably increase discrimination over that obtainable 

.‘r ,: - • with the variables currently used.. If generally applicable classes 

can be define, these nay be employed in programming an online automatic 
analysis of data from interrogation. . • . 

•• " • . ., ... . . ; ^ ; ;~.y ; " 



M * O 910-04 


INVESTIGATOR 


% • 

Amedeo S. KARRAZZI 
MO 



TITLE: 


MILITARY 


t 


f 


• • • * 5- :v>* x •• - * *• 




- v- -V ' • - - • CONTRACT 


X 


ii;stituvio:i - >. . 


- - - ^ • —V *• ^ 

' ' v , . -** i 

, University of Missouri 


summary 

DATES . • 

JUL - 69-MAY 70’ 
MAY 70-MAY 71 


CONTRACT NUMBER COST 

AF-AFOSR 69-1321 **; $ 27.WO.O 
AF-AFOSR 69-1 821 A 28,583.00 


'Aerospace Stress and Human reliability" 


IMPACT: One of the very serious prcblens In the Air Force is the ability of 
individuals to perform under stress of various sorts and' degrees and 
remain competent and trustworthy. The results when applied would bo . 
useful in human reliability testing programs in the Air Force and 
could be significant as a way to enhance learning and oeaory. 

i 



•v~v 


IUVESHPATOa 


Amedeo S. KARRAZZI 
*i0 . . 


•V. * * * *• * * 


INSTITUTION 


CONTRACT MT . ... 

• ■ . • •'. • .. '.-.V* » .. •••• •* '• 

0? , V . . ' DATES ' CONTRACT KU-BER COST 




. University of Kinnesota OCT 64-0CT 65 AF-AFCSR 764-65 $ 56,313.00 

9 • * *• . . . • • . •{• 


SEP 66-SEP 67 ' AF-AFOSR 764-67, . 27,535.00 ... 

SEP 63- SEP 69 AF-AFOSR 1 334-67 ' ' ^ 27 *440.00 * ; - 


TITLE: "Chemical Changes in Learning 0 * • - 

. . * 1 

MILITARY IMPACT* This is a study of specific chemical changes which have been found 
by some investigators to occur during learning. How patterns of 
learning are laid down and stored in the brain is important to 
studies of new classes of computers, .. 


ZS9 



^ • . > tk. < * 

5 


. 4 * 

*« 

*w 




INVESTIGATOR 


Sanford X. COHEN, I’.O 
& 

Albert J. SILVER, 

KD ...v 


CONTRACT SUJ:iARY : - 
INSTITUTION OATES 1 


* * * I*--!** * • , • . 

* * 4 %» WA .1- * *• * . 

* **•>;. t *’’ .* 

• * - 

CO.TPVr T KlftSER 

Duka University Kadi cal " GCT 57-OCT 53 . AF 49 (638) 354 ;$ 20,000.00 

Center ‘ - '*. ' 

APR 59-HAR 61 AF 49 (633) 354 40,049.00 . 

APR 61 -FAR 62 AF 49 (633) 354 ^.40,049.00- 

APR 62-OCT 62 AF 49 (633) 354 ‘ : 000.00 


TITLE: *Psychophys1ological Mechanises of Stress Respor.siyity* 


/ 


MILITARY IMPACT : 1) Developing the ability of identifying characteristics of huaan 

beings which are rost related to the functions that arc expected 
’ to be performed in various situations. 

2) Developing the ability to predict the responses various individuals 

v.'culd c£?:e in certain situations af certain times when asked to 
perfom in various envirex.ents. * 

3) Clarification cf the rechanisns underlying the responses; the ‘ 
identification of t’.e factors causing the responses at any 
particular time ceuld possibly enable one to develop specific 
r.eir.s to alter or modify the responses in any desired fashion. 



QjinSSMM 1 


V . r 
•»'» 0 * 


INVESTIGATOR V'Y.:v. 


CONTRACT SUiv'ARY . 

• . V 

TfiSTlTUTIOrf . • OATES 


COTfRACT IT 5ER 


% % + 


Robert R. HOLT, PhD 
& 

Leo GOL03ERGER, PhO 


Research Center for 
Mental Health, IJeW York 
University 


CC; 53-OCT 59 AF 33 (616) 6103 : $ 


TITLE: "Research on the Effects of Isolation on Cognitive Functioning" 

... • . ' \ ! 

MILITARY IMPACT: Information on human functions during long periods of isolation* 
as in prolonged manned space ventures. 


i 
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CURRENT CLIinca ItIVESTIGAUC : : PROGRAMS I EVOLVING 
HUMAN TEST SUBJECTS 

PSA? MEDICAL CENTER KESSLER 


PROTOCOL HUMBER 
*•31 

*•87 


510 

512 

5**2 

580 

633 


TITLE OF PROTOCOL 


Double Blind Study of Clotrimazole as Compared to 
Nystatin for the Treatment of Vaginal Candidiasis 

Effect of Disodium Etidronate on a Fettle Patient with 
Calcinosis as Part of the CRST Syndrome 

KB-CPK Specificity in Diagnosis of Acute Myocardial 
Infarction 

Study of the Pathophysiology of Adverse Reaction 
Following the Intravenous Administration of Radiographic 
Contrast Media 

ABC By-Product Material License #23-01002-02 

Plasma Renin Activity and Plasma Aldosterone Concentration 
in Essential Hypertension 

Double-Blind Study of Clotrimazole vs Haloprogin in 
Dermatophytes Is and Clotrimazole/ vs Nystatin in Candidiasis 


l 


V 


I 


1 
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CTRRg!T CLINICAL INVESTIGATION PROGRAMS IgVCttjnC 
HUMAN TEST SC 




DAVID GRANT USA? MEDICAL CEHTER 


PROTOCOL NUMBER 
U82 

M6 

l»99 

500 

533 

552 


553 


TITLE OP PROTOCOL 

A Comparison of Two Anti Emetics In Oncology Patients 
Treated with CCTO 1 

Hon- invasive Asse assent of Regional Left Ventricular 
Performance in Coronary Artery Disease 

Evaluation of Rubidium 8l As An Agent in Spleen Scanning* 
Red Cell Uptake* and IQrocardial Scanning 

Kon-Invasive Assessment of Coronary Artery Disease: 
Myocardial Imaging with Rubidium Si end tbs Scintillation 
Camera 

The Effects of Perhexillne Maleate Upon Regional Hycardlal 
Perfusion and the Extent of Transient Myocardial Ischemia 
as Assessed by Potass ium-J* 3 Myocardial Perfusion Imaging 

Menstrual Extraction Protocol 

Effect of Administration of Coenzyme Q on Periodontal 
Disease ^ 

Evaluation of Woven Ceramic Fabric as an Allograft in 
Correction of Periodontal Osseous Defects 

Indium-Ill for Cisternography 

Tumor Localisation Using Gallium 6? 

Participation of David Grant Medical Center in tbs 
northern California Cancer Program (RCC) 


i 


557 

5t5 

622 



CURRENT CLINICAL INVESTIGATION PROGRAMS INVOLVIDS 
HUMAN TEST SUBJECTS 


DAVID GRANT USAF HEPICAL COTTER 




L BOMBER 
68 * 


626 


TITLE or PROTOCOL 

The Use of Oorynebacteriun Per woo, Icaunotherapy la 
Stage, I sod II Carcinoma of the Lung 

Iasunotherapy Utilising Autoceoous Leukeoic Cells In 
Patients with Chronic Myelogenous Leukemia' 


637 

€kk 


Morphologic Evaluation of Patients with The Syndrome 
of Anglos Pectoris and Koras! Coronary An g i og r aphy 
Utilising Ehdosqrocardial Biopsy ^ 

Topics! Lidocalne in Pre-Btodoscoplc Medication 



k . 


( 

CURREtT CLIMCAL IHV>5TI<C-.I0« PROGRAMS 1KT0LVDE 
HUMAJI TEST SUBJECTS 

WILFORD HALL US AT MEDICAL CETHB 


PROPOSAL HUMBER 
37 

279 , 

32 6 

381 (Fbasc II) 


•t06 

hSh 

US9 

k77 

523 

526 


TITLE OF PROPOSAL 

"Effectiveness of Various Cancer Chemotherapeutic Agents" 

"Clinical Study of Renal Allograft Patients" 

"Study of the Inaonopathogenesis of Human Glomerulonephritis in Active Duty 
and Dependent *ir Fbrce Population" 

"the Radioimmunoassay of Serum Human Follicle-Stimulating Hormone (FSH) and 
luteinising Hormone (LH) x SGO File Ho. 381" 

"A Study of the Characteristics of Patients at an Air Fbrce Child Guidance Clinic" 
"the Pathogenesis of Idiopathic Rypercalcluria" 

"Vitreous Carbon Tooth Root Implant" 

"A Slide- i^sented, Computer-Scored • Projective Test: two Equivalent 

Group Forms of the Holtxman Inkblot tbchniq^ie (HIT)" 

"Evaluation of Outpatient Children with Acute Febrile Illnesses: 

Correlation of Clinical Findings with the Nitroblue Tetrasolium 
Test and Blood Cultures" 

"Ultrasonic Detection of Air Ebibolixation" 


$30 "Hydroxyethyl Starch Compared to Corticosteroids in Normal Donors on 

the Continuous Flow Cell Centrifuge" 

' $39 "A Phase III Comparison of ftreateral Formulations of Haldol (haloperldol), 

Prochloropsrasine, and Placebo for t^e Therapeutic Control of Postoperative 
Nausea and Vomiting" 


\ 


PROPOSAL MTOCER 
5U7 

560 

568 

582 ' 
600 
601 
602 

606 

611 

620 

6Ui 

617 


corrimt aincAL iMv>sncAxoa programs n na aa a 
human test subjects 

WILFOnP HALL PSAP MEDICAL CERT ER 

* 

mi* OF PROPOSAL 

"Efficacy Study of Ticarcillin (BKL 2286) In Septicemia, Skin and Lower 
Respiratory Tract ^nf actions Sue to Selected Oran negative Organises" 

"Combination Imuno therapy and Chemotherapy in Localised Osteogenlo Sarcoaa" 

s 

"The Use of Povidone-Iodine in the Prophylaxis of Wound Infection" 

"The Effect of Ventilatory Pattern on Intrapleural Pressure and Cardiac Output" 

"Minoxidil as an Antihyper tensive in Patients RefTactoxy to Available Medications" 

"The Significance of Antibody Coated Becterlurla in Infants and Children” 

"The Value of Honan Chorionic Gonadotropin in Weight Redaction" 

"Detection of Anti -ECU Antibodies by the FArr Technique of Aweinlnn 
Sulfate FTecipltatlon" 

"Clinical Evaluation 'of Vytol Dental Anterior Restorative Material" 

"Relation between Dose Effectiveness and Levels of Gentamicin in Blood 
in hti«r*w with Im^IaUU lUtlVDAtfuft 8 

"Evaluation of Hyperbaric Oxygen Treatment of Patients Fallowing 
Anterior Maxillary Osteotomies" 

0 

"Transfer Factor Treatment of CMcidioldomycoslsj" 

The Intravenous Use of Prostaglandin E2 
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current cuncu. iiv>sn<l .i<* programs imnn 

HUMAN TEST SUBJECTS 


wxiorp am. PStf htocal center 


PROPOSAL HUMBER 

ITTLE OF PROPOSAL 


) "An Investigation of Chest Physical Therapy Begins (Bcternal Percuss ioa) 
la Concert with Intermittent Positive Pressure Breathing (IFP3) in 
Pulmonary Cytopathology with special reference to Detection of Peripheral 
or Early Bronchogenic Carcinoma* 

< \ 

"Qrens Ray ~ Its Bole in Bacalcitrent Band Beseem* 

636 

639. 

, •'Combination Therapy with 5-Flnarouracll — Hsthyl-CCBU — Intensive 
Radiotherapy with oar without TVs tolac tone for Losallsed Adenocarcinoma 
of the Bcocrlae Pancreas" 

6U3 

"The Effects on fetrltlon of Intrejejunel Elmeantal Diet in Patients with 
Colon Besectionss A Prospective, Randomised Comparison with Standard 
intravenous Therapy." 

06 

"Comparison of Sputum sod Transtracheal Aspirate in fetteota with Ph wonts* 



current cubical iwrEsad jm programs i w raunm 

HUMAI TEST SUBJECTS 


541 


461 


618 

574 

613 

642 


Dental Survey of First Ter* Volunteer 
Airmen in Training at an Air Training 
Command Base 

Comprehensive Survey of Steroid 
Metabolism in Patients with Previous 
Myocardial Infarction 

Cromolyn Sodium' in the Treatment of 
Refractory Perennial Rhinitis 

Ose of Tricalcium Phosphate in 
Various Dental Procedures 

Follow-up of Patients Receiving 
Clindamycin 

A Phase IX Clinical Evaluation of the 
Combination of Spironolactone and 
Hydrochlorothiazide in Hypertensive 
Aviators 


me n u 

USAF Clinic Dowry 
Lowry AFB Colorado 


Malcolm Grow USAF 
Med Can, Andrews AFB 

8 

Mai co la Grow USAF •”* 

Mod Con, Andrews AFB 

Haloola Grow OSAF 
Nsd Can, Andre w s AFB 

Malcolm Grow OSAF 
Mad Con, Andrews AFB 

OSAF School ot Aerospace 
Medicine, Brooks AFB TX 
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IV. Research Plana Submitted to Arm j Investigational Drug 
Research Board bjr Biomedical Laboratory, Edgewood Arsenal, 
Md. 


) 
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SCUMa (19 W let lad 
SQUCCTt VtlUsatlou of resale toileted ?< 



oo Medical Volunteers 


BA, OTPO, Washington, DC 20310 

TUltUi Coeneeder, Kdgevood AtnmI, Aberdeen frnini Cvaued, f® 21010 

TOi Director, liiosoliei! Laboratory, id j» uo o d Arsenal, Aberdeen Proving 
Croimf , :m aon 

1. Protocol entitled, "Th» fffecte of Scopolamine end Atco^kt 1* Tamale 
fiAJieu," he*' been rtvloMl la eeoortaaee vitA Al 40-7, 4 April 1175, 

2. Above protocol io beta* returned without ectloa since ell studies ^ilch 
expos* huieut subjects to psychotropic or 08 active dregs Neve boon res pended 
peeking e review by Department of tbe drop of pollclec regarding thle type 

of research# Ac eooe m policy bee beta clarified, you trill be notified# 

l# After e thorough review, thle protocol in ite present fora la fait to bo 
'iacunplete. to the event later review le appropriate, the following ad- 
ditional laforaetloa will be r#pdre4t 

e# Whet information le preeeatly evalleble Iron previous seedier ea 
die clinical pharmacology of atropine and eeopolaalat at the proposed 
dosages la rale eubj octet 

b# What Information la praaoatly available froa the literature on the 
effects of these drugs la female subjects! 

a. Whet measures will be taken to aecortain that feaale subjects are 
not pregnant et tits time ef these studies! 

«!• Whet laforaetloa le evalleble on the potential teratogenicity of 
atropine sad scopolamine at the doses proposed! 

a# That le the **uribor Feclllty Test** end whet elemocts of cognitive 
functioning does it a sse t s! 

3# A ooaeeot egreuaent for this study should also be eubnltted# The 
agreement should be ueint a format similar to tbs one la Incloeure 3# 

Special etteatioa should be directed to the statement of risks end dis- 
comforts vMch the tub 1 act may reasonably bo expected to experience la 
these experiments# Thle statement must be detailed but writ tea in common, 
anally understood language# If it le felt that some Information should 


2 
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SlJULIVS 

SGXIMUL (JO Mif 75) lit led I 

SUBJECT) VtUlMtlM o( Final ftiUifl ftfiwml as Hidteil VoUium 

Vi Mltud fro* thi lUtianc )Mittii it might tfftet tha uptr i m mul 
vgwltit thti requast amt W carsfully Justified, 

rot ttm surgeon general) 


*§nvo 

HP.I. 

t Inti RICHARD r. BARQUlfT, H,D* 

wd loci I 0 dupe of Colonel, HC 

loci 5 Chairman, Anjr Investigational 

A dd gfl l tncl Drug Review Board 

)# at 


jmt Fro toco 1 mi rivlaod and consul tat too vat obtained via 
• discussion and FOWECOB. with COL Harry Holloway, HC, 

Director of the Division of neuropsychiatry, WRAIR, COL 
Hobart Kstchum, HC, CFT Kenneth Zych, HSC, Division of 
Honed leal Stress, USAKRDC, and LTC Charles Dettor, HSC, 
Toxicology Hesaarch Officer, Environmental Quality 
Directorate, USAMRDC. The consensus of these consultations 
can be stated as follows) (1) The question of what effect 
moderate and high doses of aatlehollaerglee have on females 
is a worthwhile question but not an im m ed iately urgent ones 
(2) The project will probably be acceptable but the study 
plan and literature review leaves too much to the imagination. 
Request is being mads for Information which is Integral to 
the proper review of this protocol. Consent forwent also 
be submitted, ^ 


CONCURRENCES) See Concurrence Steep, 

ACTION OFFICER) MAJ HICHAEL V, JOHNSTON, 
me/ 38065 



cA 
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SAREA-BL 


OCMJtTMCNT OF TNC A DMT 
WMMUtIM. iMIKOOO MIMH 
AHMCtN MOVIND 6*OUHO. MARYLAND 110*0 


30 Hay 197$ 


SUBJECT: Utilization of Fe< ;le Enlisted Personnel- as Medical Volunteers 


HQDA (SGRD-HR) 
HASH DC 20314 






1. Reference' Is made to letter S6R0-HR, 24 Oec 74, subject as above 
(incl 1). 

4b 

2. In accordance with para 2, Inclosure 1, a research protocol In- 
volving subject personnel Is Inclosed (Incl 2) for your approval/ 

• disapproval. 

FOR THE COMMANOER: 


' 6'tu [ V" — 

2 inci c. McClure, h.o. 

as Colonel, HC 

Director, Biomedical Laboratory 


70-036 901 



70«OSt O - tf • 49 
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Urj*ARTN f. V Ol r TH" ARMY 

cwnceor t»/ cuivere** *v r rwAu 

WASH!?**' i* VI. IVC* ; M 4 

Vta-v^ AftVrtKMOA 

SCRD-UR 

SUBJECTS Utilisation of Female Enlisted Fersortn*! as Medical 



1 4 OCC W4 
Volunteers 


THRU t Covmtnder 

US Amy Mater Lei Casriend s> 

5001 Elsont^ver Avouvc T)j f* /.* • 
AlpMihdrie, VA 22333 •// '"*C : / 


•J&i± \ 

— Cocwander .y 

Edgowood -Ar sons 1 

Aberdeon-Prcving* Ground , IfD — 21010 


TO s Diroctor 

* Biomedical Laboratory 

Edge wood Arsenal 

Aberdeen Proving Ground, 13) 21010 


1, Reference letter, $AJU*A-BL, IB September 1974, subject as above. 

2. Female enllstod percosmal nay participate us subjects in Biomedical 
Laboratory research projects which have been approved by The Surgeon 
General. Drugs, compounds, biological products or radioisotopes may 
not be administered to female personnel ns part of research projects 
unless their administration to fcnales has baen specif i.cally_approv»d 
by the Amy Investigational Drug Review Board. 

TOR THE SURCSDK GENERAL* 





+ ‘ s 

A, /\\ 

'jxxxnii n, Di3u;e, m.d* 

Brigadier General, HC 
Assistant Surgeon General 
for Research end Development 


J 





VOUWTEE* AT4tEl2 !;NT T 
(Military Personnel) 


1* * * having attained ny 

eighteenth (18th) birthday* r.nd otherwise having Cull capacity to 
consent t do hereby volunteer to participate in on Investigational 
study entitled: 


under tho direction c*f * - 

The implication;* of uy voluntary participation; »*Hr nature* duration 
end purpose; the methods and treans by which it U to he conducted; and 
the inconvenience e *r.d hazards which any reaeonably be expected have 
bee unexplained to we by . end are 

eot forth on the reverse cldc of this Agreement* which X have Initialed. 
1 have been given an opportunity to ash questions concerning thi» 
Investigational study* and any such questions hove been answored to my 
fOU aqd complete satisfaction. 

I understand that I s*ay at any time during rhe courr* nt i-M* 
rovohe i*y cons/n**, and withdrew from thu study without prejudice; huw- 
evor, X nay be required to undergo certain further examinations* if* 
in the opinion of the attending physician* such examinations are 
necessary for my health or well being. 


Signature Date 

I was present during the explanation referred to abova* as well as the 
Volunteer's opportunity for questions* and hereby witness his signature. 


Witness' Signature- • Date 



.670 


On tbit tldo of tht Volunteer Agreement! the principal investigator 
should sot forth full dot alls concerning the investigational study! 
insofar as such would affect or influence the tentative subject In 
any way* Hilt explanation should bo worded In nontechnical language 
so that It can be clea rly undot stood by a subject who has no partlc* 
ulnr familiarity with nodical terminology. It is suggested that 
when technical terms are necessary, they should be defined in the 
space below tho explanation* The subject should place his initials 
at tho end of the last line of explanation* 

A proper explanation should, et e minimum,, provide the answers to the 
following quest ions i 

1* What will be administered or done to the subject? 

.^2; How long will the subject's participation last? 

3* To what tests or examinations will the subject bo required to 
submit? 

* 

A* Why is the investigation being conducted? 

5* lias this particular study been dor.c previously, and, if so, 

With wl.wC rebuilt*? 

6, What inconveniences or discomforts Is the subject likely to 
exper Icncc? 

7* What risks or hazards can be reasonably aiiti;lpated? 

0* What steps will be taken to prevent or minimize these risks 
or hazards? 

9* What benefits, if any, may the subject expect from participation 
in this study? 

10, that appropriate alternative procedures, if any, might be more 
advantageous to the cuajcet?. 
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RESEARCH LADOHATORI E$ 

US A RHV OCOiOOO ARSENAL 
Sdgevood Araenal, dryland 2X010 


I* RESEARCH PLAN: Xu&ber - Data - 

Tit it * The Effects of Scopolamine and Atropine In Female Subjects 


2* AUTHORITY: 

*• PROJECT: Number - 

Title - 


1W762718AD21 _ 

Medical Effects of Cliemical Agents 


b. TASK: 


Number - 03 

Title - Clinical Evaluation of Cliemical Agents 


c. tORK UNIT: 

% 


• 3 . PARTICIPATION A.ND/OU COORDINATION;' 

a. !UJDR PROGRAMS M 

b. ORuAXIEATI ONS: 

c. CONTRACTS: 

d. RELATED m?.«RCH 
PLANS (Numbers): 


4. INTEL? IGA TORS : friicipal investigator cm* all other personnel. 


SfS* SZi&S. 

Frederick R. Sidoll, M.O. GS14 

Nurse tl) GS09 

Medical Corosman (1) 


t-S£_JAHS 

20 

100 

100 


A::-/ ticJtca! K&9 CmumoI 

IciKi. A3 

•Attacheritra sheet* i£ additional apmeo required for eny. item* 3 *975 

SHUEA-R Tort 36 (Pago 1 of & par***) 

17 Kar GO 



ftmuCK PIA. SO, 


•—I 

J. ' jVfTirtCATIOXt Source of rctjulrtaent and/or itttnmt of piLbica. 

Studies previously reported from this Laboratory have shown the effects of moderate to high 
doses of scopolamine and atropine in male subjects. Female subjects have not been studied, 
using these compounds. Since these drugs are pharmacologically similar to or identical to standard 
treatment compounds and agents, it is desirable to leant whether women repet differently, 
qualitatively or quantitatively, when they receive these compounds. 

4 

0, OBJECTIVE: that it *xp#ct*d to bo accompli shod under thi* pUn. 

Information about the effects of these compounds on female subjects. These dUa will be 
compared to that previously obtained from male subjects. 


7. ESTIVA TED TIME ttWIRED: 

6-12 months. 


0 . APPROACH: 

a. US Army enlisted women who volunteer for the study after it has been fully explained to 
them win be tbc subjects. 

b. The protocol will In general be that outlined in SOP #1 (inclosed. This is as follows: 

(1) Subjects will report to the ward at 2000 hours the evening before the study. At 
this Joe i batteries will be done (a battery is a heart rate count, a blooJ pressure measurement, 
measurement of pupil size, and a Number Facility Test). 

(2) They will have a light breakfast at least an hour before drug is administered. 

(3) They will have 3 batteries in the hour before drug; one will include axillary 
temperature. 

, (4) The drug will be given intramuscularly by a physician. 

* (5) A battery will be given every 30 minutes for 6 hours after drug; then every hour for 
4 more hours (the post -drug battery will also include the Behavior Check List). Temperatures 
will be taken every hour after drug. 

(6) The subjects will be discharged by a physician not sooner than 2d hours post drug. 

c. The starting doses will be 5 mcgAg of scopolamine hydrobromide (as the base) and 
30 mcgAg of atropine sulfate (as Use base). Doses will be increased at 40% increments until 
a dose Is reached at which half Use subjects score less than 10% on the Number Facility Test, 
Two to four subjects will be used per dose. 

d. The diugs wHI be obtained commercially: atropine sulfate, from Torigian Laboratories, 

* Queens Village, NY; scopolamine hydrobromide from Elkius-Sinn Corporation, Cherry Hill, NJ, 
These drugs have been widely studied over decades and the effects are well documented (ref.: 
Goodman and Gilman; The Pharmacological Basis of Therapeutics). 

e. Data will be recorded as outlined in SOP #3 (inclosed). 

5 SMUEA-R Fora 36 (Pace 2 of 5 pagoa) 
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». rVSDI MOUlMDl 

•* Contracts * 
Minreh 
Service 


RESEARCH P1AS Ni#. 


b. Transfer to other agencies or laboratories* 
e. Travel. 

10. SUPPORT: 

a. FACILITIES REQUIRED: Other than those available la Branch. 


* b, JQVIPKENT AND SUPPLIES HEEDED: JUtlnated Cost. 


c. ANIMALS: Species, nuabers, and when required. 


-~U. SAFETY PRECAUTIONS: 


12. APPROVAL: Sigmrufroi signify approval of task plastns sybaltted 


Principal Investigator 


FR^ERlckVfsi&ELL, M.D. 


: task pi am as sui 

' 1 < /4£ ^~* 
FREDERICK R. SIOELL, MCD. . VAM M. SIM. M.D, 

Division a*.f 


Branch Chl.f (Acting) 


(jmC 


c- 


c. McClure, m.o. 

Director, Biomedical Laboratory 


asaiCA-R rorr.- 36 (Pag* 3 of 6 pace*) 
IT Knr 60 
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RESEA ACM PUS Nv. 


IS. MEDICAL VOLUNTEERS: Rtqui roacnta, with dlitt and duration. 

100-150 volunteers; 10 per week. 


4 * 

L 


14. RESPONSIBLE PHYSICIAN: Kane and telephone axtanflon. 

Frederick R. Sldell, M.O. 671-3393 


IS. SAFETY R0)UIRC4EST3: For aafoty of nodical voluntcora. 

Physiological monitoring equipment and appropriate resuscitation equipment will be on hand. 
Physostigmine, an effective antidote for both drugs, will be available. 


’ * '.'y ’ t < v ' <'• ■ • ' ♦ V : *t . ; 

16. APP ROVA L^ .S^jyt\x\99 algal fy approval of .the Medical Board. 

. v. -V rFREOWIWR* ilSciLVkiW.- - ..V-V 

Rt.poD.i1aY Physician 

F^ERim*.' sfe^LL^.o'.^y ^ *** 

Acting Chief ^Clinical Research Branch 

VAN M. SIM, M.O. 

Chief, Medical Research Division 

CMIA- 

c. McClure, m.o. 

Director, Biomedical Laboratory 


V vv v: 


) 


SWU-R Fora- 30 (Pc(i 4 of 3 pace.) 
17 M*r 06 
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sop *1 | 

Biomedical Laboratory 
Medical Research Oivltion 
Third Revisionj 

t 1 

PROTOCOL FOR MINIMUM EFFECTIVE DOSE STUDIES IN MAN 

I, Introduction 

The object of this protocol is to outline tire procedure for determining the minimal 
dose at which the effects of an agent (drug, chemical, or compound) can be detected in 
50V* of the subjects studied (i.e. , MED 50 ). In general, this consists of testing 
increasing doses of An agent on small groups of subjects and recording individual responses 
In an "all or none," manner. Thus, the percentage of subjects showing a positive response 
to an agent (according to pre-set criteria) can be determined at each dose level, and the 
dose (with confidence limits) at which 50% of tire subjects respond can be calculated by 
probit analysis. 

• 

Primary concern is given to the incapacitating effects of agents tested, but all 
readily measurable physiological and psychological effects should be recorded and 
analyzed: • ' ' ; • ' •* . - - - 

II. - Methods - 

A. Select i on of subj ects: Subjects selected for testing should be free from 
any significant §>;:> slcaf or la?#orr.tory abnormality and should be from the volunteer popu- 
lation designated A or D after psychiatric and psychological examination. Where the 
primary effect is expected to be physical and net mental C+ subjects may be used at low 
..doses. . . .... . * 


Bo Variables to be studied : 

1. The performance test found most useful is the Number Facility subtest 
of the Texas Battery. Determination of the 'Subject's orientation to time, place, and 
person and presence of hallucinations or other mental disturbances should also be noted. 

A description of behavior should be included when appropriate. 

2. Important physiological variables are the blood pressure recorded in 
both the supine and upright position, resting heart rate, pupil size, axillary temperature, 
respiratory rale, and a symptom review as directed for each drug by lire physician in charge. 



676 


S0P#1 


C , Determination of doses to be studied : 

Doses are calculated In a geometrically Increasing series. A typical 
schedule might utilize a starting dose of one mlcrogram per kilogram. Subsequent 
doses will be derived by increasing each previous dose by 40*4 increments (e.g., 1.0, 
1.4, 2.0, 2.7, 3.8, 3.3). When lire approximate MEDep is approached, half- 
increments (about 204) are used for closer approximation. The half-increment can best 
be detennined by taking the square root of the product of two adjacent doses (e.g., 

2.0 + 2.7: 2.0 x 2.7 * 5.4 5.4 ■ 2.33)“. 

0. Conduct of experiment : 

1 . Baseline measures must be obtained for each subject according to the 
procedure described under Testing Procedure* (paragraph E, below). 

2 . Subjects should be assigned to the test area during the day or night 
prior to testing in order to provide a period of familiarization. 

3. Nothing by mouth (NPO) except water for a 1-hour period prior to adminis 

(ration of the agent. A light, low-fat breakfast (no eggs, butter, bacon, sausage, cream 
or tvjio.lejnilk) i may bc administered at least 1 liour prior to the start of Use test. . , , .. 

4 . Following administration of the agent by the physician, subjects will 
be observed continuously by medical personnel for at least 24 hours, and thereafter, as 

' long as spocif’ed by the responsible physician. A quiet) secure area, at comfortable 
. .temperature and humidity, will be provided during this period. - . ... 

5. Beginning at a designated time following injection of the agent, subjects 
will individually receive a measurement battery (described below) at prescribed intervals 
for a length of time specified until complete recovery from the effects of the agent has 
occurred. The physician will decide when a subject can be released from the test, or 
whether follow-up test measures at 48 hours (and/or 72 hours) are indicated. 

6. If practical, subjects may converse, read, play cards, etc. , when not 
undergoing test measurements. -Coffee and cigarettes are permitted in accordance with 
normal regulations, except that smoking is prohibited for at .least 20 minutes prior to 
the measurement of blood pressure and liearl rate. Regular meals may be served during 
the test at the discretion of the supervising physician. 

•__E. Testing procedure: 

1. Baseline measurements: 

a. Perfonnance tests: The NF and. other standard performance tests will 
be baselined according to SOP *4 (Procedure for Using the Data Sheet). Other tests may 
be baselined according to instructions specified by the investigator. 
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b. Physiological measurements: Supine bead rate, blood pressure, 

(supine and erect), and respiratory rate will be recorded ender resting conditions on three 
occasions the night before the lest and again on three occasions in the morning of the test. 
If desired, this may be integrated with the numerical facility baseline testing, by alternat- 
ing NF and vital sign measurements. Subjects must be lying supine for at least two full 
minutes prior to beginning the measurement of the vital signs. A minimum of three pupil 
size and axillary temperature mease. cments should be included among the ten sets of 
vital signs. Die following regime j may be used for both baseline and experimental 
detenninations: 

(1) Place axillary thermometer under right arm, 

(2) Check pupil size with card pupfllometer. With overhead light at 

prescribed setting, have subject gaze at light while estimate is made. Be careful not to 
obstruct light source. * 

(3) Count heart rate with subject lying completely flat except for 
singlejiillow, with arms at sides. Count full 60 seconds, then continue holding wrist 
and count respirations for 60 seconds . 

, (4) Measure blood pressure in left arm, when supine and after 

vstanding.forone minute. . ... , ... .... : v . ............ ; 

(5) Remove axillary thermometer and read. 

4 

2 . Experimental measurements: After Injection of the test fgW. at each of the ' ' 
times designated by the physician, the following procedures v/ill be carried out: — 

a. General: With the subject supine, in a private room or quiet screened 
area on the hospital ward, general questions by the nurse or technician will be asked as 
follows: ' " ’ •••••• *• .■ •• 

(1) How is the subject feeling? 

(2) Can he estimate what time it is, tell whether it is a. m. or p.m., . 

and how long lie has been on test? If he seems uncertain, check knowledge of day, 
date, month, year, location, reason for being here, ability to identify nurse, doctor', 
other personnel . 

(3) After being sure he knows he has received an agent, ask what 
effects he notices, if any. If he notes none, does he feel perfectly normal? Check 
specifically for difficulty concentrating, unusual dreams, visions or voices, dry mouth, 
visual symptoms, muscular discomfort or weakness. 
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(4) Inquire a's to immediate needs or wishes of subject . 

• Attend to these, if possible, or provide assurance as necessary. 

# 

b. Physiological measurements: Done as described under baseline 

measurements. 

c. Performance measures: In a quiet environment with subject sitting 
on edge of bed and test material on clipboard, administer the Number Facility test. Score 
test as soon as possible and tell subject how much he earned (when applicable). 

d. At least one comprehensive description of subject's appearance 
and behavior should be entered in the chart by the physician, nurse or technician during 
each time period. Additional observations, including verbatim quotation of subject's 
remarks are highly .valuable and should be made whenever possible. The results of any 
special examinations should be recorded. Ideally, tlie clinical record should be sufficiently 
detailed to permit'.the reader to reconstruct the subject's activities and the course of any 
mental or physical disturbances from tltc time lire agent is administered to the lime at which 

the subject is released from the test. 

* 

III. Evaluation, Tabulation and Reporting of Results 

. As. each new drug is studied, it will be necessary to plot the drug response versus 
lime for each variable studied at each dose. This will determine the period ojLmaximum 
effect of the drug and attention can be focused on this period during future tests with the 
same agent or class of agents. The plots should usually be in terms of percentage 
decrease (or ircrease) of the variable from the baseline value at each experimental lime 
in hours . . . " • 

Since the results arc calculated in terms of "all or none" responses, arbitrary 
criteria have been selected (based on previous experience) as to what level of response 
should be considered as positive. These criteria arc listed belovy and may be subject to 
change: 


1 . For NF's , the average of tire three lowest scores (taken from the range 
of peak activity) must be below 75%. 

2. For pupil size, an increase of 50% above baseline for two consecutive 

readings. 

3. For heart rate, a change of 30% from baseline. 

4. For blood pressure, a difference of 15 mm Hg systolic or 10 mm Hg 
diastolic between lying and standing BP's; a change of 30 mm Hg systolic or 20 mm 
diastolic from baseline in either lying or standing position, or a change from baseline 
of 10 mm Hg in the mean BP in either position. 
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5. For temperature, an increase of 1.5° or more (axillary). 

6 . Other parameters, presence of extrapyramidal signs, may be 
used when indicated. 

Tor each variable under consideration, the positive response fractions and 
percentages are tabulated for each dose tested as in the following table: 

Agent Q - NF Test 



Dose 

No. of positive response fractions/ 
No. of subjects tested 

% 


1.0 

1/4 * 

25 

- 

1.4 

2/5 

40 


2.0 

4/5 

80 

•> 

2,7 

5/6 

83 


The MEO 50 and the confidence limits are determined by probit analysis (method of 
Bliss preferred). This procedure will be done by computer. 

IV Follow Up Examination 

Psychological or physical examinations are to be performed as indicated. at < • 
intervals following the test and all results entered in the clinical chart. 

Laboratory work will be done as outlined in SOP *2. 

Other examinations , clinical or laboratory, are to be done as indicated. . . • 



SOP *3 

Biomedical Laboratory 
Medical Research Division 
Third Revision 


DA'A REPORTING 

The purpose of this SOP is to outline the method to be used for identifying data from 
clinical studies and in recording certain information. Regulations require that all 
experimental data be recorded in a registered notebook. Because of the voluminous . 
amount of data generated during clinical testing, this is not practical. Therefore, the 
following method will be used: 

1. All dosage data and calculations (dose, concentrations of solution, volume, 
etc.) will be recorded in a permanent type notebook and signed cacii day of use by tlx: 
investigator. At the conclusion of each project the notebook will be placed in the 

Division's datg file. 

* 

2 . Each report resulting from these data shall contain the statement "The. data 
reported herein were obtained from the clinical cases and charts listed below, A 
nbteboojc containing dosage calculation is on file in the Medical Research Division," 
This statement is to be followed by the case numbers of the clinical charts. If the 
subjects are identified in the report by initials or other »ean$, these identifying 
symbols should appear with the case numbers. 

3. The clinical data will be recorded in tire clinical charts in the usual way 
and for data processing purposes in a manner described in another SOP* 



681 


SOP *4 

Biomedical Laboratory 
. Medical Research Division 
Third Revision 


OUTLINE FOR USE OF SERIAL MEASURES DATA SHEET 

I. Administration of Initial Control Trials 

A. Procedure 

B. Entering tlte Data 

II. Initial-Utilization of Subject for Drug Evaluation 

( • 

A. Administration of Evening and Morning Control Trials 
1 . Procedure 

* 2 . Entering the Oata 

■ B. Calculation of tlte Baseline 

% 

, , , • ' . , f ' 

C. Entering the Oata During the Agent Evaluation 

III. Craphing the Data 


) 
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PROCEDURE FOR USING THE OATA SHEET 
Serial Measures (NF-5C) 

Administration of Initial Control Trials 

A. Procedure 1 

1. The subjects are given 20 control trials (1-20), 

2. These Inals are given in groups of five (1*5; 6*10; 11-15; 16-20), 

3. Each group of five trials is considered a session which may be 
conducted in a morning or afternoon. 

4 . Normally, Use four sessions would be completed in a period of two days. 

5. The time between the beginning of one trial and the beginning of Use 
next trial is ten minutes. * 

6. To tltc extent that a is possible, each subject should start with a 
different fonn number. 

6. Entering the Data 

* 

1 . The raw scores arc entered on the form in order of trial number in tlic 
column designated "Raw Score. M 

2. A small crrcle will be placed in the space provided which represents 
lltc raw score obtained for the Inal. 

3. The form number which was used for tl^e trial will be placed in tire 
column designated ’Form No. 1 ' 

4. Tire three highest scores of these first twenty ti*a s will be placed 

in the space designated "Hi 3, l-20 s * in tl*c b!c A called “A-Basclinc." 

5. Several copies of the fowl should be made at tins time which will be used 
for tire calculation of tire subject's baseline for additional drug evaluation 
studies using this subject. 

Initial Utilization of a Subject for Drug Evaluation 

A. Administration of Evening and Morning Control Trials 

1 . Procedure 

a. Tire evening (9 p.m.) before tire subject is to be used for a drug 
evaluation he is administered two mote control trials (21A-22A). 

b. The naming (C:30 a.m.) before If* subject is to be used for a 
date evaluation, he is administered three .more control 1 rials 
(23A-24A-25A). 



2. Entering the Data 


a. Tire evening control raw scores end form numbers arc entered 
in the appropriate columns and rows for trials 21 and 22. 

b. The morning control raw scores and form numbers are entered 

in the appropriate columns and raws for trials 23, 24, and 25. 

c. The two hi hcst of the three morning control scores are placed 
In the spacr designated "Hi 2, 23A-25" In the block called 
"A-Baseline." 

B. Calculation of the Baseline 

Tire first time a subject is used for a drug evaluation, his baseline 
(A-Baselino) is calculated in the following manner: 

1. The information necessary for calculation should be in the block 
designated "A-Baselinc" and is used as follows: 

a. Take lire three highest scores obtained on the first 20 control 
trials (1-20). 

b. Take the two highest scores obtained on the three control trials 
given the morning before the drug is to be administered (23A, 
24A, 25A). 

c . Add these five scores I 

d. Divide lltcse five scores by 5. 

2. The result of this calculation is the "A-Baseline" score. 

C. Entering the Data Obtained During Agent Testing 

1. The raw scores and form numbers will be entered in the appropriate 
columns in the large blocked section designated "AGENT TESTING." 

• . 2. A small circle representing the raw score for each trial will be placed 
in the space provided to tire t ighl of the raw score . 

3. Each of the raw scores will then be divided by the baseline score 
which will result in a percentage score to be entered in the column 
designated *7. score." 
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i 

SOP *4 

III. Graphing the Oat* 

A. Each raw score may be represented by a small circle placed appropriately 
in the space provided to tire rigid of Hie "Raw Score" column. 

I ' 

B. The circles can then be connected by a solid line. 

C. Once the baseline is calculated, a dotted line can be drawn to represent 
the subject's asymptote of performance. 


J 
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DEPARTMENT Of THE ARMY 
MUMUMHM. (OMWOO* UtUM. 
UMMM ftOVINO WWW. MARTUMI ttttO 


SAREA-BL . 30 Nay 1975 

SUBJECT: Utilization of Female Enlisted Personnel as Medical Volunteers 


HQOA (SGRD-HR) 
MASH DC 20314 


1. Reference is made to letter SGRO-HR, 24 Dec 74, subject as above 
(Incl 1). 

2 ? In accordance with para 2, Inclosure 1, a research protocol In- 
volving subject personnel Is inclosed (incl 2) for your approval/ 
disapproval. 

FOR THE COMMANDER: 


2 Incl 

as 


0 ^ u lv/ v 

c. McClure, h.d. 

Colonel, HC 

Director, Biomedical Laboratory 
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KHD-HX 


1 4 tv? W4 


CVJUtCTi tlUUiatlM of F«ul« Enlisted ForfMMi «» IMiot foliAtMn 


TUlU/i Coramder 

W Mwy Uaterlol Command 
5001 t)(ien!touor Avenue 
Alexandria, VA 22555 


Ccrrjinrfer 
r0jev(XKi Arsenal 

Aberdeen r ravine Ground , 1® 21010 


tO* f ‘tree tar 

Blorsvdlcol laboratory 
fr'CtfMod Arsenal 

Aberdeen Proving Ground , I® 21010 


I* Reference l«ttor 9 &AKEA»BL f 10 Geptwber 1974, subject u above* 

2* r«uoia Mil luted personnel ray participate aa oubjecta in Diar-cdicel 
laboratory rcoearch projects uhich have been approved by Tha Surgeon 
General# brur.a, ccnpound#, biological product# or radioisotope* ia# y 
not ha ednlnietercd to Icnalo personnel as part of research projects 
unless tholr ado tills t rat ion to Castle# has lx on specifically approved 
by tit# Amy Investigational &ru# Revise Board* 

fox tub solemn ccaxjat 


ktASi.Ul' ii. cy*% ['-&« ^ 

KBfi&Ttt VU DDIKS, M.D* 
Brigadier General , I® 
Assistant Surgeon General 
for Keaaarch end Dovelopaent 
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KRI>*UB 

SUOJOCTt Utilisation of FenaUt EolUtod For— out 1 «• Medical 
Yoluatoare 

• 

KFRt Ur i(iprov«i participation of fcrale ealUtod 
pertonnol In rtmreii projects of BiatdiMl 
Uboratorlu If t\m projoctt do not prooent o 
rltk to a fotua throuj> tho uta of any drug * , 
biologic# It or rod lo to to pot. This petition it 
bo tod oo tho fact that tilth available* mtlnxU, 
it it inpottible to dttentine with certainty that a 
f oca It it not prtgntnt c otpooially t \ trios tlio firtt 
voekt of pregnancy vfum potential donate frost 
teratogen* it groatttt. 

)M Contultnot, OTZQ 

TU£Z*Y£n*D 

Judgo /dvocate, UC.VZPJX 


i 

ACTION OmCEJU IlICIl'XL V. jaCISTOtt, II.D., CTt, IX, C, IBJE0, 
Jfd/ 30065 
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' p<s oiv 
oiv 

•* .pt 

l!*f 0 SYS OIV 
Ui 
JA 

AI0R8 


+</ 


2 



ROUT! MO AND TRANSU .TAL SLIP 
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Mina ICM4MK 
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Do NOT use lh#» limn m • RT.CORD oi appruvah concurrence*. 
d*a pprovak, de^onra and simJai acbom 


FROM f:;(.r ; .\;:u F. Lw.f.GJiSY, n.,2.. 


/UQ ?2W ~7y 


r.ndor, Sir/V.cnnc . 


optional roRM 4i 

AUGUST 1H? 

OS A TttAA|4lCrit) lOtlf^OS 


VO: ItflOf-IIMN 
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DEPARTMENT Of THE ARMY 
MfAOOCAffTtCS. tMTVOOO AtiDtM 
MUMUI ttOVU* MOV** MUTUUM ItOR 

* t * 

16 September V/Jk 


RUJJOTi Utilisation of Fooaio Snl l c to d faraotmel at Nodical Yoluotoora 


MQIA (&\00-n9Z-A) 
MASK DC F051H 


1* noflerooco Aft 70-£5# Uao of lluuan Volunteer* at Bubjooto of Research, 

J>idul7h. 

*V KnlloLoO non arc currently uoeil ns nodical Yoluntoora for Biomedical 
laboratory research lla./ovrr, duo to the UOO ?ro<;rao and 10 

easplainta, request your position reference recruiting f<nalo personnel, 

J. Female volunteer* vlll participate in the ftelloving research areas: 

a. Bevcloftamt of protoctlvo oquijuent* 

b. Poycliolojical testing* 

c. - Itoyclolo^cal audios, to include oodorate boat ctrota, offocta 
of protective clotliin^, etc* 

*»• Ho corpounde vlll bo odnlnictcrod for ctudy and all fcralo subjects 
vlll bo careened for projnancy prior to initiation of any of tho above 
studios* 

5* If your position la favorable, ve are prepared to initiate recruit* 
ins of subject personnel In liovcubor l'/!h 9 

rest tub carjcto&i 


C. McC Itttf, K.D. 

Colonel, IS 

Director, Blooedlcal laboratory 
CFi 

Cdr, KB 
Cdr, A1CCCM 

) 
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r ZHsr: 
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SUUXCTi tovlev of nut Proposal 


W%r 

\ i SEP *1*1^1* 


C o nn er 
Edgevood Arsenal 

ATOi Director of blonadlcal Laboratory 
Aberdeen Proving Oround, Ksryland »0l0 


1, in prellalnaty dUcu.alona oa S August 1*77, the Amy Iwroetlgatlooal 
DtugSevlev Board (Ain|t») mentors requested additions! coosuXUtloos on 
tho proposal to study CHAP In normal hints subjects. toa-ottrlbuted 
cements received gte provided for your Information. 

2. 1a revising tho suhnlsslca tiro following points should bo eaosidoxodi 

a. Protocol should non elosoly odhsro to fM guldollaos. 

b, touts of administration of tho drug should bo tho not for 
animals and huiana. 

o. Coosont form should bo revised to follow that la AM 40-lb and 
AK 40-1 draft. (Copy of AR 40-7 draft laolosod). 

d. Using a smaller volunteer group sines this la a Phsso Z study. 

0. Bs-ovslusto osod for In d uc ing as high so XI nothtmoglobln. 

f. Dotcribo mthod of tooting for roductaoo activity. 

g. Describe la oore dstall prooaduros Involvod In starlllty. 
p yro g oslclty. and purity tasting. 

h. Injsetsbls products should moot ths latest USf roqul resents. 

1. Analysing stability of final product (o.g. lo It host stable). 

t. Supporting docum e nts should more olsarly Indicate where work ms 
done and by wb<w, also, all listed references should be Included, 


\ 

; 


9 



9CMWJK 

SVUXCTl Brrlev of MA» n ofo o ol 


1 7 SEJ* 873 


k. Submit >uumu Hum M dw referanooe. 

1* Incorporation HO raai wr ooiato U atudf. 

n* Use of toluldlae kluo oo u oat Ido to to ualnf om Investigational 
drug to aorve ao oo ootldoM for aootbar« and to not g good design. 

a* Doing mm tout# tod oukoouto toxicology itudUi Involving mb 

OUObOM of-oalMlO.Md BOM dOMfOO. 

3 . notM disregard tko MOMtl oomo lotos quality of n pir tos ui 
couple tenets of paging (loot l*t)i since tht AIOM tuff mi cesponslblo 
for these upHtii However. tt to fott that several substantive 
nUMtlwi for laproveusnt to the oukotoslon hovo boon nodo end should 
receive consideration before tho proposal to again reviewed by tho board. 

nut not suaoeos cotauu.i 


Signed 

n. r. b. 

7 inc i hoard r. iauqumt, m,o. 

1,*4, Consultant's Ccenente Colonel. HC 

7. AX 40-7 Draft Chat men. A toy Investigational 

Drug Review Board 


COORDINATION! None required. 

ACTION OrriCERi CRT Gerald t. Uannarka. NSC. Ch, AIDS a Office 
yv/ 37791 '14 Sep 73 
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SGRD-DR 


DASG* Z A 


Minutes of the Mooting of the Army Investiga- 
tional Drug Revlon Board (AIDRB) Hold on 
5 August 1973 


SGRD-ZB 


CRT Wannarka/aj a/37791 


1. Pursuant to AR 40*7, dated 30 September 1969, and OTSG Memorandum 
1S-4 , dated 7 January 196S, a mooting of the Army Investigational Drug 
Revlon Board (AIDRB) was hold at 1400 hours, 3 August 1973, in Room 
8G096. 

a. Voting members present wore: 

(1) COL Richard F. Barquist, MC, Acting Commander, USAMRDC, and 
Chairman, AIDRB. 

(2) COL Nicholas F. Conte, MC, Chief Medical Consultant, OTSG. 

(3) COt Francis C. Cadigan, Jr., MC, Director of Medical Research, 
USAMRDC. 

(4) MAJ Dennis R. Swanson, MC, Disease Control Consultant, Health 
and Environment Division, OTSG. 

b. Nonvoting members present were: 

(1) COt A. Gordon Moore, MSC, Pharmacy Consultin'., OTSG. 

(2) CPT Royce H. Brown, JACC, Assistant Judge Advocate, USAMRDC. 

(3) CPT Gerald t. Wannarka, MSC, v Chief, AIDRB of ice. 

2. The Board Chairman opened the meeting at 1400 hours. The order of 
business was as follows: 

a. The Chairman of the Board indicated that the ninutes of the 
last meeting held 13 July 1973 had been approved by T1 e Surgeon General. 

b. The cxistancc of duplicate IND's, one Army sponsored and one 
investigator sponsored, was discussed. Subject of each is: 

Investigational Use of E, Strain Typhus Vaccine, submitted by 
Charles t. Wisscman, Jr., M.D., Department of Microbiology, University 
of Maryland, School of Medicine, Baltimore, Maryland. 




Ui- V ± 



lowest O - IS - 45 



SGRO-DR 

SUBJECT; Minutes of the Meeting of the Ar my Investigations!. 
Drug Review Board (A(DRB) Held on 3 August 197S 

Board Decision : Since the US Amy is preparing the vaccine 

and Vr. Wiseman is using the vaccine in a Dopartssent of the 
Amy study , it was decided that a representative frost the 
Board would discuss with Or. Visseman the possibility of dis- 
continuing his IND. with retention of the Amy IND. 

c. Investigational drug applications considered were; 

(1) Clinical Use of 4-DimethyUminophcnol , submitted by 
LTC Samuel A. Cucincll, MC, Biomedical Laboratory. Edgewood 
Arsenal. 

Board Decision : Deferred pending review by tho Medicinal 

Chemist ry Con su 1 1 an t , KRAI R. The consent fora should bo 
revised to givo aove dotails and include tho potential risks 
involved. 

(2) Clinical Use of Prostaglandin £*# subaitted by LTC 
Rudi Ansbachor, MC. Family Planning and Consultant Service. 
Brooko Aray Medical Center. 

Board Decision : Disapproved on the basis that tho benefit 

to risk ratio is too low. 

(3) Anti-Neoplastic Therapy with Bleomycin, subaitted 
by MAJ Nicholas J. Dibella. MC. Chief. Heaatology Service. 
Fitisiaons Aray Medical Contor. 

Board Decision : Approved. 

(4) Anti -Neoplastic Therapy with Hexamet ly lame 1 amine , 
subaitted by MAJ Nicholas J. Dibella. MC. Chi^f, Heaatology 
Service. Fitzsimons Aray Medical Center. 

Board Decision : Approved. 

(5) Anti -Neoplastic Therapy with L- Asparaginase , sub- 
mitted by MAJ Nicholas J. Dibella. MC, Chief, Hematology 
Service, Fitzsimons Army Medical Center. 


Board Decision : Approved. 
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SGRD- UR 

SUBJECT: Minutes of the Meeting of the Amy Invest iget iontl 

Drug Review Board (AIDRB) Held on 3 August 1973 

(6) Anti-Neoplast ic Therapy with CCNU, submitted by 
MAJ Nicholas J. Dibella, MC, Chief, Hematology Service, 
Fittaimons Army Medical Center. 

Board Decision : Approved, 

(7) Anti-Neoplastic Therapy with DT1C, submitted by 
MAJ Nicholas J. Dibella, MC, Chief, Hematology Service, 
Fittaimons Army Medical Center. 

Board Decision : Approved. 

(S) Anti-Ncoplast ic Therapy with Adriamycin, submitted 
by MAJ Nicholas J. Dibella, MC, Chief, Hematology Service, 
Fitisimons Army Medical Center. 

Board Decision : Approved. 

(9) Use of Daunomycin (NSC 82 1 SI) in Acute leukemia, 
submitted by MAJ Nicholas J. Dibella, MC, Chief, Stomatology 
Service, Fitzsimons Army Medical Center. 

Board Decision : Approved, providing t he following changes 

are made to the consent form: 

a. That the word "you" be deleted and *'your child*' 
be substituted. 

b. That the phrase in the first paragraph, "it has been 
shown by several researchers to be effective for acute leu* 
kemia" be changed to read, "several researchers have shown 
it may be of benefit for acute leukemia", 

(10) Treatment of Psoriasis with Pyrimethamine, sub* 
mitted by MAJ Nicholas J. Dibella, MC, Chief, Hematology 
Service, Fitzsimons Army Medical Center. 

Board Decision : Deferred pending review by consultants in 

Dor ma t o 1 o g y an J Hematology. 

(11) A Phase III Study Using 5*Azacytidine in the Treat- 
ment of Acute Leukemia, submitted by Johannes Blom, M.D., 
Oncology Service, Walter Reed Army Medical Center. 


3 
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SCRD-UR 

SUBJECT : Minutes of the Meeting of the Any Investigational 

Drug Review Board (AIDRB) Held on 1 August 1975 

Board Decision : Approved. 

(12) Treatment of Metastatic Malignant Melanoma Kith 
K a Combination of ICDT t Mcthyl-CCNU, ana Vincristine, sub* 

mittod by Johannes l>lo», M.D., Chief, llomatology/Oncology 
Service, Walter Reed Army Medical Centor. 

Board Decision : Approved ponding revision of consent form 

to "us e 1 e ss technical terminology in explaining the procedure 
to the patient/subject. 

(15) To Evaluate the Effect of Oophorectomy with and 
without Adjuvant Chemotherapy in tho Management of Recurrent 
Mammary Carcinoma in Pro* Menopausal Women, submitted by 
Johannes Blow*, M . D . , Chief, Hematology /Oncology Service, 
Walter Reed Army Medical Center. 

Board Decision : Approved, 


RICHARD F, BARQl/fST, M. D. 
Colonel, MC 

Chairman, Army Investigational 
J)rug Review Bond 


APPROVED: 


IAL ll. JUNXIXCS, Jr.,/1.0/' 

I » r 


I7KT 

Lieutenant * Qcncral 
The Surgeon General 


4 
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DEPARTMENT OP THE ARMY 

WALTER ItCEO ARMY INSTITUTE OF RESEARCH 
WALTER REED ARMY MIOICM. CENTER 
WASHINGTON. DC. MS It 


SGRD-UW2-A , 15 August 1973 

SUBJECT: Review of DMAP Proposal from Biomedical Labor stories, 

Edge wood Arsenal, Maryland 


HQDA (SGRD-DR) 
WASH DC 20314 


1. Enclosed DMAP Proposal has been reviewed by WRAIR staff. Their opinions 
are appended to this letter. 

2. It is the unamious opinion of the reviewers that this proposal would be un- 
acceptable to the FDA in its present form and that it should not be used as an 
1ND submission without correcting the errors and omissions cited by the 
reviewers. 


7 Incl 

1. DMAP Proposal 
2-7 Reviewers* Comments 

Cy Fum: 

COL C. J. Canfield, MC 



Colonel, MC 
Acting Director 
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Review of Addendum to Inclorar* i 
of Proposed 2ND on 4~dlmethylaminophenol (DHAP). 
General Comments 


1. This vat an extremely difficult document to read because it was 
poorly written, poorly reproduced, poorly assembled (margins so far 
to the right, part of the text is hidden), and obviously not proof 
read (either before or after the reproduction of the copies). Words 
are misspelled, 4 port ions of pages are missing or out off, pages are 
missing, figures are missing and there are serious errors on dosages* 

2. There are statments throughout the document which contain no 
references and the reprints of some important references are missing 
from *t he document* 

3, Toxicology and Pharmacology protocols are Incomplete. 

4, There is no description of the methods used. 

$• Is it the intention that this IND be submitted for FDA approval? 

6. What (specific) peer review groups will consider this study? 

7. I suggest letterhead paper be used on the first page of each 
different report so that one can determine where the studies were 
performed* Each report should be signed so that ome can determine 
who wrote the report. 

8. Hard data is lacking. One has to rely too heavily on the 
investigators summary in the absence of the raw data. 

9. I suggest the investigators obtain a Form FD-1S71 and follow 
it, giving the appropriate data (in detail) that support their 
claim. 



Specific Com m s nts 


1. S«« "Introduction,” page 5 s 

A* I an confuted on who will do what. On page 5, taction b, 
they state that an aidman will make "continuous” obaervationa on the 
individual subjects* la this really true? How long will he observe 
each subject? How often? They alto state a nurse will "continuously" 
observe the "groups" under study* What is her specific responsi- 
bility. It is also stated that a physician in the "premasis" (do 
they mean "premises") will be "continuously" available at all tines. 
Will the physician look at the subjects? How often? What will he do? 
How long will t}e observe each subject? 

B. The Investigators state this is a phase I Hunan tolerance 
study. Is this true? Are the investigators going to stop when and 
if nethenogiobin appears in the blood or are they going to proceed 
until, they willfully and carefully produce nethenogiobin values of 
20 to 30%? 

2. Sons of the important work was performed in a foreign country. 
RAportg are published in German. Why not give the complete reprint 
plus the English translation along with the name and credentials of 
the translator. 

3. I an somewhat concerned about the toxicology workup. 

A. Why was only one dose tried? 

B. Why are there only two control dogs? 

C. If the histopathology was read by a pathologist, who was 
he and what were his credentials to evaluate rat and dog data? 

D. Why were not more tissues examined for histopathology? 

E. Who performed the gross pathology and what were his 
credentials? 

4* It is difficult for me to read the reproduction of figure 1 on 
page 22. 

S. The investigators state on page 6, in section XI, that "values 
shown in figure 1 do not reflect those from animals dying spontane- 
ously, although the measured values did not differ substantially 
from one another." What caused the death of the rats? This seems 
to me to be an important question, if the investigators plan on 
using this drug in large enough quantities to produce 20-30% met he- 
moglobin values in people. 
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6. On page 7 of Met ion XI, the investigators state "about 70% 

• . . medullary tone. In 60% • . . calcified nodules/ 1 Why 
don't they discuss the histopathology of the individual rats, 
then give a sumary of the results. 

7. Figures 6 through 7 are not visible in my copy. 

8. Page 9 under section XI is siissing* 

9. The blood glucose levels see* rather low. What method did they 

use? 

10. The average weight of the two control animals was somewhat 
lower than that of the treated beagles. How did the investigator 
select the dogs?* random numbers? 

• 

11* XI, page IS: J/2 of the page is missing. 

page 16 6 17: are completely absent, 

page 18: right part of page is cut off. 

12. It is obvious that no one proof read the copies. There is a 
blank sheet of paper between pages 22 and 23. 

13. Is* section XI English translation from German? Who translated 
it? 

14. Who wrote section XIV? This section has no title. Were there 
any pages deleted? 

15. Did human beings actually receive 3.215 grams of DHAP? 

16. In section XIV, first page, under "Endocrine:" Do the investi- 
gators mean 2.5 y/kg (micrograms)? 

17. Why was not eye pathology performed? or brain pathology? 

18. The summary contains statements with no references. 

19. I should think the investigators would want to measure the EKG 
before and at various times after the administration of the compound. 
Also I would include at least blood electrolytes if not renal clearance 
tests considering the limited animal pathology data. 

20. I hope the manner in which the human protocols will be carried 
out and the subsequent clinical reports will not be a reflection of 
the write-up of this document. 

21. Ho studies were contained in this document which describe the toxic 
ology of I.N. injections. How certain are the investigators that there 
will be no muscle damage from I.N. injections? 

Melvin H. Heiffer, Ph.D. 

Chief, Dept of Pharmacology 
Division of Medicinal Chemistry 
August 10, 1973 
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Coments and/or questions on 
Proposed I HD for 4-dime thy laminophenol 


Section I: I* the proposed c.ug DHAP* HCX » or * Mixture? 

p. 1 & 15: (4-DHAP-HC1) also other Unas 

Where end what are references? 

p. 3, X, 2: Ha^COj?? Do they mean HaHC0 3 ? 

p. 4 and Table X: Proposed to prepare at 120°C, 

What are kinetics for that? 

Table 1; a. What is (h)? 

b. Is there really 100% decomposed material 
at time 0? 

Where is Figure 1? 

Section II: Very difficult to read. 

% 

Where and when was paper published? 

Section III: p. 4, sect. I: says 8.0 mg NaHCO^ 

p. 1, sect. Ill: says 8.5 mg HaHCOj 

p. 1, bottom line: What did Veterinary Pathology 

report on sterility? 

' p. 3: should give exact wavelength. 

Section IV: Portions of pages cut off. 

Section V: This is in cats. Introduction p. 3, f. doesn't say, and 

gives impression it may be in humans. Also in this para* 
graph in introduction is "The rapid and safe production of 
. . . ". This paper (Addendum V) doesn't show safety. 

It doesn't appear that animals were followed for more than 
one hour. 

PAGES CUT OFF 

Section VI: This paper does not support contention in Introduction 

p, 3, f. that "DHAP is the roost rapid and roost potent 
methetnoglobin producing compound known". Also, the paper 
reported gave the drug IV to humans and in Introduction 
p. 3 Absorption, the statement (last 2 sentences) implied 
that the information is good for IH dosing. 
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Section VII; p. 1: How toxic is dimethylamine? (70% of S0% * 

c a 35% of DHAP recovered ea dimethylamine) 

Section VII: Hunan protocol should be evaluated by a clinician* 

However, since this type of phenol night produce 
hepatic toxicity, why not check SGPT. Also, why 
not go whole hog *nd do RBC count? I an sure other 
tests should be carried out, but will defer to the 
specialists* 

Section IX; Missing figures and pages* 

Section X; OKay 

Section XI; Oid they give DMAP, DKAP*HC1 or what? . 

Very poorly written. 

*, Where* is histology of other important tissues and organs? 

Hissing pages, can't evaluate toxicology report. 

Sectioo XII: This case history simply says that a large number of drugs 

were used in the patient to pull her through. It does 

indicate that she lived through 250 ag DMAP IV when 
given with 300 mg Co-EDTA 

Why are there 2 sets of the same c^ase report? 

SectionXIII: Where are the tables? 

Which figure is what? 

Section XIV; Line 4; 3 grams/kg ? 

Line 10; 2.5 micro grams /kg? 

a. Pinal page; Drug was not given daily. 

b. DHAP 100 mg/kg killed 18 29. Are they saying 

that if the rats lived they didn't die of renal effect? 


In conclusion, I feel that the state of the art of IHD writing has 
progressed well past the point that this submissicm is even remotely 
acceptable. Toxicology, pharmacology, chemistry aad human protocols 
are incomplete. The packet contains numerous examples indicating 


that much material was not read after typing and t*at no one checked the 
copy tft.r Xeroxing. 

Robert S. Routes, Ph.D. 


Department of Pharmacology 
Division of Medicinal Chemistry 
August 10, 1973 
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DISPOSITION FORM 

fit •( *.« V*. M« At |«s*lt A* **i •,**(! «• Tin UMtll'l Offct*. 

• 


•miiMCt n ###«( nea 

VMcr 



SCH>-Wl-AA 

ftevlew of SHAP Proposal 



to b*p Dir. Willi 

f eon Sp Aset lor Malaria fteeb oatc 
I fXAlft 

14 All, JJ 
J./MM 

cast i 


1. Subject proposal reviewed M requested by eeverel VSAIt scientists fro* view- 
point of chemistry, pharmacology, toxicology end clinical investigation. Individual 
ente ere Included ee attachment*. 


I • the proposal generally follow* Aft 40-7 which offer* Halted guidance on the 
quality of precllnlcal etudlee. It wee assumed that the subject proposal was In- 
tended for forwarding to the PSA and therefore PSA guideline* were employed In 
judging the adequacy of the chemistry and toxicologic etudlee* the application of 
these guidelines dearly demonstrates the proposal to be inadequate In this respect. 
Of particular note Is the discrepancy between the method of adminis tret ion In animal 
studies compered with proposed human trials* 


3* The rationale for the etudlee la not convincing from a military viewpoint* 

A* The proposal should also be reviewed by representatives of the judge advocate 
In regard to peer review and consent. The proposed peer review procedure does not 
appear to follow PSA guide! lose. 


S Incl 




CRAIC J. CANFIELD. H. D. 
Colonel, NC 
Special Assistant for 
Malaria ftesearch 


i 

s 


Kg' w« bAEBT 1 " — ttwermrs w WTvtrrrnnumT Ttrrr 

UM i rr» •> «*wto uwr vmiu i w Cl fl umlcm icmcn c^MAuurn 
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Review of the ches n try section of the proposed I HD on 
A-DINCTtnrUMIHOPNEJOL, DMAP. 

Documentation of the following aspects is inadequate: 

1. The method for preparing and purifying the final crystalline 
new drug substance. 

2. The inspections for the crystalline new drug substance as 
well as for the final dosage for*, DHAP Hydrochloride 
injection. It is not indicated that the final dosage 
for* possesses U$rtt/IJI requirements for injectable 
solutions. 

* 3. The stability studies performed on the crystalline new 

drug substance as well as on the final dosage form. 

Ho experimental worV has been reported indicating that 
the final dusage fom is stable under conditions of 
steralisution . 

**. The cor^position of the final dosage fom; the limits 
for accepting or rejecting the final dosage for* are 
not indicated. 

S. The labels for the final dosage for*. 

Richard E. Strube, Ph.D. 

Department of Organic Chemistry 
Division of Medicinal Chemistry 
August 10, 1973 
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DISPOSITION FORM 

f •« «u •* *«• <*•*, in at 1*1*11. *i U Tt* ***«**•>* Cmni'i OHnk. 

tmttHU etotnet 

aitxcf 

SCRD-UWH-C 

Review of Application 

10 Director. WRAIR 

ATTHs COL C. C»nfiold 

Chief, Dept Hematology Wlt 10 August 73 CmT 1 


I have reviewed this request previously end forwarded my comments to the Surgical Re- 
search Branch, USAMRD at their direct request* A summary of my comments is below: 

j 1. The military importance for the performance of this research is not provided. It should 
| be substantial in order to justify the testing of this drug in a significant number of human 
volunteers in a military facility. The civilian requirement for a new drug for the treatmedl* 
of cyanide poisoning is small because of the rarity of this form of poisoning and Its rapid 
effects when lethal dosages are taken. 

2. 1 do not believe that the toxicity studies of only two animals at dosages in excess of those 
planned for man and mostly performed in a foreign laboratory are sufficient to justify testing 
in man in the U.S. in accordance with current interpretations of the practice of FDA, 

3. The' previous correspondence forwarded to me indicated that 100 volunteers would be 
used and included an informed consent form. 1 indicated previously that l believed the 
number of subjects was excessive for a Phase I study and the informed consent form was in- 
adequate. Even though this research is not subject to AR40-38, the guidelines for prepara- 
tion of a consent form should be used. 

4. ! would anticipate that normal subjects will develop significant methemoglobinemia (about 
30%) f££m the dosage of DMAP planned. It can be predicted that this will be tolerable at 
bedrest but will produce symptoms with exercise. In previous experiments using DOS we 
observed symptoms with 10% methemoglobinemia at conventional activities. 

5. The text states that subjects will be tested for methemoglobin reductase activity. Yet 
I was unable to find the methodology for testing and an understanding of the problems of 
identifying heterosygous NADH methemoglobin reductase (metkb. reductase) deficiency 
from normal subjects. This is often difficult and it can be anticipated that carriers will have 
a much greater production of methemoglobin in response to DMAP. It is believed that 0.5 to 
1.0 percent of the population are carriers. 

6. Methods of sterility testing, pyrogenicity testing, and testing for purity are provided in 
a rather saanty manner. 


i * 

a i 





SCRD-UWH-C 
Dir WRAJR 


10 August 10TJ 


?. This is ths type of study which should be scrutinised carefully by s Human 
Use Committee. There is no benefit to the volunteer from the study and there 
is some haiard. 


Inti 

nc Colonel • MC 

Chief, Department of Hematology 
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Review of Addendum to Inelosure B 
of Proposed HID on ^dimethylaminophenol ( D!tAP ) . 
General Comments 


1. This wet an extrcnely difficult document to read because it was 
poorly written, poorly reproduced, poorly assembled (margins so far 
to the right, part of the text is hidden), and obviously not proof 
read (either before or after the reproduction of the copies). Words 
are misspelled lt portions of pages are missing or cut off, pages are 
missing, figures are missing and there are serious errors on dosages 

2. There are statrents throughout the docunent which contain no 
references ahd the reprints of some important references are missing 
fronjthe document. 

3. Toxicology and Pharmacology protocols are incomplete. 

H ' There is no description of the methods used. 

5. Is it the intention that this IND be submitted for PDA approval? 

6. What (specific) peer review groups will consider this study? 

7. I suggest letterhead paper be used on the first page of each 
different report so that one can determine where the studies were 
performed. Each report should be signed so that one can determine 
who wrote the report. 

8. Hard data is lacking. One has to rely too heavily on the 
investigators summary in the absence of the raw data. 

9. I suggest the investigators obtain a Poro FD-1571 and follow 
it, giving the appropriate data (in detail) that support their 
claim. 
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Specific Corn j 


1* See "Introduction/ 1 page S: 

A. I am confused on who will do what. On page $» section b, 
they state that an aidnan will make "continuous" observations on the 
individual subjects. Is this really true? How long will he observe 
each subject? How often? They also state t nurse will "continuously" 
observe the "groups" under study. What is her specific responsi- 
bility. It is also stated that a physician in the "premasis" (do 
they roan "premises") will be "continuously" available at all times. 
Will the physician look at the subjects? He* often? What will he do? 
How long will |;e observe each subject? 

B. The investigators state this is t phase I Hunan tolerance 
study. Is this true? Are tho investigate rs going to stop when and 
if taoj. hemoglobin appears in the blood or ere they going to proceed 
until thev willfully and carefully produce rstheroglobin values of 
20 to 30\? 

2: Sons of the important work was performed in a foreign country. 

Reports are published in German. Why not give the complete reprint 
plus the English translation along with tho name and credentials of 
the translator. 

3. I am somewhat concerned about the toxicology workup. 

A. Why was only one dose tried? 

B. Why are there only two control dogs? 

C. If the histopathology was read by a pathologist* who was 
he and what were his credentials to evaluate rat and dog data? 

0. Why were not more tissues examined for histopathology? 

E, Who performed the gross pathology and what were his 
credentials? 

4^ It is difficult for me to read the reproduction of figure 1 on 
page 22. 

5. The investigators state on page 6 V in section XI* that "values 
shown in figure 1 do not reflect these from animals dying spontane- 
ously* although the .measured values did not differ substantially 
from one another." What caused the death of the rats? This seems 
to me to be an important question* if the investigators plan on 
using this drug in large enough quantities /to produce 20-30% met he- 
moglobin values in people. 



6. On 7 ? 7 of section XI, the investigstors state "about 70% 

# . . llary sonc. In 60% . . . calcified nodules." Why 
don't th / discuss the histopathology of the individual rats, 
then giv* a summary of the results. 

7. Figures 3 through 7 are not visible in ay copy, 

8. Page 9 under section XI is missing. 

8. The b^ood glucose levels seen rather low. What method did they 
use? 


10. Th* *iveragd weight of the two control animals was somewhat 
lower than that of the treated beagles. How did the investigator 
select th^ dogs? random numbers? 

11. XI, {age IS: 1/7 of the pafo is missing. 

page 16 & 17: are completely absent, 

jago 18: right part of page is cut off, 

1?. It i;* obvious that no one proof read the copies. There is a 
blank she ?t of paper between pages 22 and 23. 

% 

13. Is section XI English translation from German? Who translated 
it? 

14. Who -.rrote section XIV? This section has no title. Were there 
any pages deleted? 

15. Did human beings actually receive 3.215 grams of DHAP? 

16. In section XIV, first pa**, under "Endocrine:" Do the investi- 
gators mean 2.5 j:/kg (nicrograms)? 

17. Why was not eye pathology performed? or brain pathology? 

18. The summary contains statements with no references. 

19. I should think the investigators would want to measure the EXG 
before and at various tines after the administration of the compound. 

Also I would include at least blood electrolytes if not renal clearance 
tests considering the limited animal pathology data. 

20. I hope the manner in which the human protocols will be carried 
out and tha subsequent clinical reports will not be a reflection of 
the write-up of this document. 

21. h'o studies were contained in this document which describe the toxic- 
ology of I.X. injections. How certain are the investigators that there 
will be no muscle damage from I.M. in i+ctir***** 


70*02$ O - 7$ - 4$ 



Section 2 
Section 3 

i 

Section 4 

«• 

Section $ 
Section 6: 


Section 7 
Section 8: 


Consents and/or Questions on 
Proposed IKD on 4 -dimethylami nophenol 


Consent for* * which pert is written by the physician, 
and which by the volunteer? 

In general * editing required. 

Whe^e are the figures? 

p. 3: "Chemical compositions" 

Figure 1. 

Add III: Stability data from Edgewood is non-existent. 

Method of sterility check unknown. 

Add V: Requires editing into good English, 

p. 2: What is Liquemin* ? 

p. 3: What is "COjEDTA"? - is this a Cobalt EDTA complex, 

such CO**or C #2 ? 

Add VIII: 4. A. - "methemoglobin monitor" undefined ss 

is the sampling method. 

Reproductions often poor. 

Photographs - in color? If so, state so, as well as what 
type of emulsion will be used (sensitivity to blue varies 
considerably). 

What is relationship between "Task plan 12,202" and the main 
protocol? (If any.) 

Add IX: Usual problems with editing, spelling in English 

(eg. cy tochromosidase ) . 

Some pages missing. 

p. 4 does not follow p. 3. 

Missing figures 1, 2, $, 6, Table 1. 

Add X: In introduction (p. 4) it is proposed to use toluidine 
blue as an antidote to Methb. Where is the IND data for this 
unaccepted technique? 


This is grossly insufficient 
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Section 9: Add XI: p. 3. Formulation makes much of the fact that 

the excipients are used to modify the toxicity of injection. 
However, this section does not use the excipients. 

Section 10: Add XI: Vhy examine so few organs? (p. 3) 

p, 4: Vhy 8 drug ( one dose) and only 2 control animals? 

Vhy no BUM , since kidney toxicity is expected? 

Vhat blood chemistry was done on the rats? 

p. S: Histology still incomplete (eg. f why testicles 

but not ovaries?) 

Vhat about urinalysis? 

p. 7: ” About 70% ..." Give numbers. 

•> 

Figures totally useless. Even fig. 8 £no comparison). 

p. IS: Totally inadequate, even if you intend kidney 

biopsies on volunteers. 

Section 11: Add XII: Origin? Author? 

As is, this is an unsubstantiated rumor. 

p. 5: In view of "comment” why include this at all? 

Vhy second copy? 


Vhy no page one on either copy? 
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Conclusion 

1* This Is an extremely sloppy presentation. Proofreading is notable 
by its absence. 

2. Chemistry fatally defective. 

# 

A. No stability data, only a conclusion. 

B. There are accepted sterility tests (USP XVIII, p. 851) and 
pyrogen tests (p. 886). The latter was not thought of; some sterility 
test is claimed, but the method is not stated, and the "certificate of 
assay" is rather irregular with no method given. 

3. Tor IND purposes , the is NO TOXICITY BATA . 

Fatal omissions include: 

A* Total lack of detectable signs of toxicity, other than 
histological. Daily kidney biopsies are not a recommended procedure, 
but in view of the apparent lack of a drug effect on BUN, clearances, 
urinalysis, etc., they are required. 

B. Histological examination grossly inadequate. (Few organs, 
no organ weights). 

C. The rat study would be useful as a reversal study of the 

histological effects, but not otherwise. # 

VG& jar 

Harry V, Cxlis, III 
CPT , HSC 

Department of Pharmacology 
Division of Medicinal Chemistry 
August 10, 1973 
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SGRD* DR 


31 July 1973 


MEMORANDUM FOR RECORD 

SUBJECT: Clinical Use of 4-Dimethylaminophenol , submitted 

by LTC Samuel A. Cucinell, MC, Biomedical Laboratory, 
Edgewood Arsenal 


1. Object ivc : A Phase I study on the absorption metabolism, 

excretion and met hemoglobin generation and pharmacological 
action of 4-dimethylaminophenol (DMAP) in man. 

2. * Protocol . The proposed study calls for approximately 100 
men ; Howe ve r , in the first phase only 10 men will be evaluated. 
Not more than 3.S mg/kg of the drug will be administered l.M. 

•in a single dose. Some subjects are to receive a single weekly 
dose 'for three consecutive doses. 

Prior to admission, the volunteer will bo given a work-up to 
obtain base line data on hcmapoietic, renal and liver function. 
Once a patient is admitted to the study and the drug adminis- 
tered, continuous monitoring of the cardiovascular, CNS and 
respiratory system will be maintained. The methcmoglobin 
level will be monitored continuously and if a level of 30t 
is exceeded, the individual will be removed from the test. 

Continuous observation of subjects will occur while on the 
study and an aidman-nursc-physician channel will be open in 
case of an adverse situation. The subject will be followed 
for one week in the normal situation. 

3. Comments . A copy of the proposed label is not included; 
however, the investigator said a copy would be forwarded. 

Preparation, formulation and purity of the drug product for 
l.M. use appears adequate. 

The consent form was discussed with the investigator and he 
was given a copy of the draft AR 40-7. Although there is an 
advantage to having the physician and the subject write down 
what they understand is to occur, I feel the advantages of 
completeness and uniformity outweigh the former. 
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SGRD-DR 31 July 1973 

SUBJECT: Clinical Use of 4*Dimethylaminophenol, submitted 

by LTC Samuel A. Cucinell, MC, Biomedical Laboratory, 
Edgewood Arsenr.l 

I prefer to see more anirjtls used and more subacute studies 
with various dose levels performed prior to initiation of a 
Phase I study. 

4. Recommend approval. 


GERALD L. WANNARKA 


Captain, MSC 
Chief, AIDRB Office 


/ 
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iky.ic.uViac:: 

fe;\.r r*tr ivf h\* b*u: established .-in th* trcbteoent of 
cy:.rSCe • in' 'Whfcr.irn. cf cttion !s IrlJtveu tv bs the 

£*:.*rrticr. < f :;ict in by the nitrite# ;:t‘J.ev:s;ioVin binds 

the cyw.iitv cr/i effc'Jvdy removes it fro* exerting a tc>;ic 
effort rr. the e;;*.fcb.*\ :* oxidase it. the cells* A 1 thou h r:.r*y 
case r^r.r. . yyi-ri t %eluo of rociun nitrite, there is 
ovid.uc* # .v *c*iiu“ o is both tto clot; in icticr., end 

Uv # o:io o\ 1 0 cmvIm .;."wlar ey: Uvs to bo useful In ^n:;* 

The j. e i *:i re; I: . *-r*;rtt*oi. cf s.elher^clr bir. is o vslnvblc 
oMc cf tr*' * . v. of r; .iV:\ exposure. A thort u/h Investigation 
V* *ho ci* . * * :r * ; r; cciv.lie o; r»'»wrctin~ rcthc.X' t \vVin 

by w r. It?.r..r r .J •*<♦*** • *v ir. IMchlhce V\ or rcv:-:*.!-:C M.at 4- 
. ! i* Iwh r\ -\rl it * ‘e s:-:'trt urd raj id of oil cc? .pounds 
studied, ?v:*pra;ive studies have ro'e&lcd fttAP to be both safer 
er.d faster t:;a:; rodlu*.. ::i’.ri\c in this regard* It ie reco* tended 
U»v* bc c r.lua'.eU in :*.nr. vith the object of rej lecin- sediur* 

nitri;e the -Vr.r.t of r! . ice for the trootr»cnt of cyanide 
exposure . 

* 


/ 


BEST COnriVJUUBL£ ] 
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I, Application for the use of a new drug In U.S* Airy personnel. 

A. Kaoe of Investigator - COL Joseph A. Blair 

COL Frank C. Left usher 

0 

LTC Samuel A. Cuclucll 

Consult i t\g Investigator - MAJ Kick lac: V’egcr 

Dr. Manfred K’cse 

B. Date - 

C. Maoc o£ drug - 4-dicethylaninophorrol (D"AP) 

1. The cor position of the P.'IVP to Le used in nil Invest igetior.r* 
will l»c n 200 r-g/ml concentration in voter Cor injection with sufficient 
KaliCO^ to na in tain the pH at 5.0 (addendum I f page 3-5). 

2. This formulation has been estimated to due tease in patency 
to 9 o.fc.’: over a E . 7 year period. All corples used in this study 
will be less th;::. 6 months old. (cddcndu:s I t page 5). 

3. Two crystalline snap lee of DMAF are available to us. 

One sample was prepared by Aldrich Chemical Company for these 
laboratories. The other was synthesized by Hoochst Pharmaceutical 
Co2p3ny, Frankfurt -Me in (addendun II). 

The pure recryctallizcd DMAP will be weighed by a registered 

phorracict, Mr. Peter Zvirblis, under the direction of the chief 

investigator and pieparcd in 5 nil sterile injection vials at a 

concentration of 200 ng/ml. The solution will be sterile by both 

mlcroporc filtration and heat sterilization, (addendun III). 

Detail description of the chemical and pharmaceutical characteristics 

of the compound available for hunan study at Edgewood is given in 

addendun III. Current investigation with pharmaceutically prepared 
© 

coopound3 at Edgewood is given in addcr.duziX&t . 
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0. Set C (3) 

E* Curriculum vitae of invt rtigators end principle 
assistants inclosed In addcndunX ^L 

F. Ail huaan investigation.*. viU be carried cut in 
the CioftccticeL Laboratories , Edpivcod Arsenal, l!0 21010. 

IX. Purpose: a. Provide information on the absorption, 

rvtnbolisr, excretion end Dcthcrr.o^lchln generation and 
pltantocoltgic effect of dir.ethylr.riuophcnoi (KL*.?) in r/.n. 
Production of ret hemoglobin in the red blood coll is 
^ critical in the treatment of cyanide exposure. Vhe rapid 
and safe production of the pigment in the red blood cell 
in both effective treatement and prophylaxis of cyanide 
- toxicity (addendum V). DH\P is the most rapid and nest 
potent cctht.so£iobin pvoOucinr. ccrpovmd 
\fl, tcble 1, 2, Cig. 3). 

’ * rtS0?.?7 I*:: : IntiMtuncular injection Is the only 

practical mode of administration of a conpcund chlch oust 
be self-administered, although it is possible that an 
intravenous dosing on occasion could bu possible in 
cyanide treat: n.t* It is estimated that 302 cethcroglobln 
will protect against four times the LD^ dooe of cyanide. 

The dose necessary to produce 202 in ihe shortest period 
of tine and no mere than 302 met hemoglobin must be obtained. 
Good estimates of what this dose mighr be in can have been 
established. Addendum VI, page 102. 

KETABOLIS?? : Considerable work has been accomplished 

on the metabolism of this compound in both animals and 
In vitro (addendum 5!T> • Additional studies are necessary 
on the duration of the e&theooglobin effect in both resting 
men and men under combat conditions. It Is important to 



m 


establish if other dtuge thrt ths ren wy b« taking could 
interfere with the hero glob In effect or tg&rsvats It. 

Certain tv.tii’oicriftl druge rry even precipitate hemolysis 
in the presence of r\A?* This possibility m*st be consid- 
ered. (Protocol for each of tht experiment* in addendum VIII)* 
cr: Human studirc have already 

been perferred to establish the tiuthtooglobin producing 
effect* of ihie compound (addon dim\^. Since volunteers 
ere not to be expervd to cyanide, cTCplimcntnry siudlcn in 
enir .!f !..*rt hr pci forced to est«*t>llah the degree of 
protection that the anticipated wcthemoglcb In will yield. 

(oddc;; du*. V). 

prrcUc to ](r.«r.cc: Very little data ie presently 

availwllu cn the extreirs tolerance of Individuals with 
circulating Ivbln fttia any case taddeminn i>*) 

(i.c. 30*#). Since thin treatment is intended for coxbat 
troops as veil as others, it is important to know the 
capability of soldi?! s who have a significant amount of 
pi&ucnt replacing their he cog lob In. Altitude adaptation 
any be' inhibited by ret hemoglobin. A clear understanding 
of this effect would be essential for the selection of 
personnel to operate in high terrain or reduced ambient oxygen 
pressure, (addendum Vlll)* 

Phara*colo**ic effect : KLVP eppesrs to have no phara- 

cologic effect other than the generation of ccthcmpfi lrhln , 

A review of data on body system Is given In addendum m 
(Case Report of perron treated with WIAP for cyanide 
exposure given in addendum XII). 


3 - 
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ASTJ EQUSt Cine* r.t tices it vlll be irportent to rid 
the body of me r*th'..*oglobin* antidotes will be t.eccssary. 
Methylene Hue he* teen ur.cd for this purpose for roiny years. 
Htcfr.t date surest that toluidJno blue it both t;ore effective 
with fever tide effects* Evaluation of the effects of these 
cor >>our»dp both in shortening the dvntion of the uethenoglobln 
of feet and the ihcrrccolnglcal effect of the antidote itself 
is i.eccsrary; (addendum X). 

Tc^lctrv; AnJo.nl toxicity of the l*MAP hev* born performed 
in dug ant- ii?t. Kn tonicity (other then the desired orthcr»o- 
(JoMn effect) hit been seen in the dose c to bo used in r-n 
<lcrs than 5.5 ng/kg). A reversible renal tubular damage is 
recn with do;cr. of 100 rg/kg given to rets intravenously (addendum 
XI). All l*v*-urt voluit i tst* 1 1? vlll receive re. .a* * liver br.d blood 
cell profiles throughout the course of those inv.t»tl£ations« 

Till u eerpnitnd has never been racketed cs a pharmaceutical# 

(Dstallr of tonicity given addendum XI and^H)). 

Kur.be r of lest subjects: It is estimated ttfaT ICO ten vlll 

receive the drug during the test period, this includes men on 
ell phases of the study; dose rerponso, exercise tolerance, 
antidotes effects. In the present phase of the study only 
10 ren vlll be given repeated doses of the DMAP, The 
injection on each of three successive vcelo will be given 
in order to determine if there is development of resistance 
or sensitivity to the compounds (Protocol detail:;, addendum IX). 
The blood of all volunteers vlll be studied for glucose 
6 phosphate and ncthcxroglobln reductane activity. Only nan 
with novoal levels of both ensymes vlll be included in this 
study. 


A 
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Source of t**t ejects: (addendum *>) 

t. Piv c :ol of y.«v ;crc-d ttudy: It a c< rr« and vill be 

Civcn in'r: .rcul^rly < ' i n’ > " nin’.r^ in sterile soldier.* 

Tr.o dour.;;* * i ' 1 rot 3,5 rr/;.; u a sir.;lc dtt-e. 

Pre lift! nor; rnd subsequent liver, ior.il tr.d btropeetic 
proxies Vfl : 1 be prrfc?: cn ecx'. r.sr,. Tach vu: vill be 

: c:.l'ored ; cc./.i ruevr* ;* observed for etrdir* ns^uler, 
ccr.trvl nerv;^ . ;str\, r*. ^ i rut or;: syst cr. cf.Vr** . 

* Spec' Kilned r'.u .l' A in c::?rci re tclorcr e • Jo rot*:. heat end 
lUhydrotlcn ! 1 1 ; c permittee. (u; l:n5.u;.yj , 
ircccuiicn*: 

b. Spe?!::l $:r.*rvjti» \s vill include cent! row* individual 
c'r.'crvatlc i, *r. eit;rA%. Vert invvut cbctrvatiw*. vf v-.c 
Croups ur.cer r* v.\v 1;.* a r.j CcrVinco.:* *: viVb!l ity cf 
the iny«*sti.;v in; F-'ycirl r.n 5r. *,he p:*r* ar.ic of t*. e r tv.'-y 

dar • ri q bu'y r.rurr. and ccv Invvua nv.vnvM :i*y c f • he i::ve«- 
vicatiny } \wicit-n cn wf; ct nil •• iir.es* 

c. The * :* ther.cvlcbii; vill be ror.itcred cor. tin uously. \ 

If a level cf JO,* is exceeded * ho individual vill be 
reeved fror. the ’ ' st. Subverts vill to observed continu- 
ously by * he jhyci **: :.n r*.r, antidote* sivon bo ind* rated. 

d. Since no volunteer vill be exposed to cyanide, this 
study nus t be regarded r.s Phase I entirely. 

e. Copier of the fo r -r y ;d cbnervat 1< t:s be r.srt* 
nrr iucltvscd in mbi-ciuUm \^||J 


best copy AVJULA BLE i 
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Record; : 

Faccri:; vill 1* R.vp* occor.ir.£ '.o A?. 1.0*?. 

« 

Trtz vers ? verts ,*jt\ > o Hied j^co rdln~ to *;0-7 to the 
Eurr.ee* Vtr.orUo * f:‘!'*e. 

E. Ocvcvn • fer/s. ':oI3evir.£ pa^c) 

T. Roriv* *?r::ivcs 

Ft fora uny nv.: fy.ni ; ?A err roved 5 dru;, r*y Vc nlv.si to 

the l \oiur.t -C, '.c Review loir,*. II (peer review 

* 

cc* i’.icv 1 iiisv pi.::. *t;r.rc.a1. 

71. v / vi.,7 iu!» t II consists of; The leputy Fircetor 
of the Laboratory, the Chief, Medical research division, the 
C:;jc: f v*,'r m r^t * ^ ^ VI 5 r. \ ;i*t ?fn 

Server., 'r.M r.hysic* r rs v end ivo cvhvr pbysleJms assigned 
to \t:c* h:’» cj t .cry* n :.i%*.i tier. the Chief of the Texieei* ;.v 
Civic ten is a norpr; r.icita: r.exler. I his c^vp considered 
the enir.ul toxicity of 'he compound proposed to be (jive*:, to 
r.nn. 

If the covpoaud ic considered r.on toxic within the 
rouse of doccs indicated then approval is cl van. The 
Review Point il dees not j ass on specific protocols, but 
only on the dru£ and tnxxir.al dose. T e Review Toir.t il 
is advisory to the Eirector of the Laboratory and itself 
has neither veto or remissive covers. 

Approval of specific portocols for the use of vcluvtscrs 
in exyerir.v.iteiion ir obtained by the* investigator by submiss- 
ion of a "Task Plan" application. the Task Plan is in t urn 
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§ jjrrved or vvjevit* the Chief of the : 
•nilrr;ch # *e«e*r~h tivUion, the 

•ltd It renter o:* the *io?*:d:*ai lulorL'-cry 
T^crlv Lave *:•«. j*v.:cr ov:v the jTojcrr.i. 
c**:* r .. r< .«*,♦ t^row.'. tr. 


‘lir.lcal Section 
t*ej*u'7 r.tr»2tor 
All of t.htee 
X/i effect • five r^r 
indlvH’4*i i-roiooole 


for «xf *rl-,eV »t tor. 



m 



I undcrrtj.r.i * :.t eyptrir.ent io be oonc cl ?.*• 



Task pier* 
Cate 


/ 
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iY<*c:cl fcr V:* Tvilu** Sw of tl.: r.frc*:t3 of :v//.r .C£l©bi%*nia 
» * - I >:<. ! 7o3 e—.r.;*: 


1. Cvibjcctr t ro cr.tr f r .ib by i v t* ir.ve 3:1 sate*' by rtvitvinc 


r -"'iJ r**r.: 


- v » 


en 


*:* 


br> Vi \:\ he tc* j rortr.irj by the i?.vcr*.i -yiter. 

VtiUed lr J.;:e rr* *. *:.e r.i^r: 


2. 5' 

' fti * ^ * \ ’* ^*5 fl* 

prior 

• j ie„t vo :*;$ure y: 

5. ::* 

: «• : ' . /Vs ir.?V 

r? * e ; 

r * *•!* * b-*’ 1 *i* 

tr-' ; 

jrvr: \ i * v > 1. 

,V *. 

H ’/ rch* j v luv.e r- 

* ; cc; 

v* . V * v. . *.Vp : 

* * r * . 

*1 :• * ^ .* * *.• r is 1: 

. . 

VI be UL**. % y to cc* p 


/.• b;o* I '•/: ? ulr * :t i 

*.*%. 3 r ; «* ** \c * r:r:. :/ bry:.V> 


U. 


*! : c \c«2u:;* t : k ' . '1* rc:tiv« * r : it.vrjr-.jrcti'f.r of 

r:\*t Vr* •* uj. /. ; r •*/»*.* -*• * V U**<ro! rhlfb mv :y tcuns 
of V f : * ol: v The * clutter 1 * cle^i vli! be sir.rlei 

cor.:’*:*. * V fe- * ‘;.v*r by v.siry the r ; icbin 

rcriitcr for * hwtv *0.V :.l pt,:* nir). ) bcc jt' r: .r* evfery 
25 } ror*. i;::v. Pulte rute o*: cr*i:.‘.*j r "A 

rc?tr > *: by \i: * v!' ;hu Cr.n?: v : trS cv?ry 15 Vr. durit** Ui t 
yrcetuvro. Ki.c* ' *? * *.rhs of -ho l?rs '.!.a nailbcis wes/ t%o 
lx»*9, A riir. in*. . rl*y c: -rt vill bo tivnc ccr::*r:ii, site 
of i:\Vr* ion. I>icv id lib. 

b* V.*i*b v :?r<'' « r . 


roca *v:r,p*^*vU*T l 

. •• • ?* r 

consur: J ; ;er* $ - 

t z •’*)% * ; 

provcdi**' . * i 

* »»* »« J 

u?ir. e * fr ;c r.rr.;, 

A pj.t < 

oir f l.i w. 



trot 
:. ;t cr 
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Herd If rv 5.1*6 ’** .sc.ufily ftr s.cihrr.c *'.c^i:u Ivriry 

this tire r.r.' * ' rir.~ • :y t :oKr;.*r *.\3 c;:vr*i *.* j«.:o is 
to ccttir.ve jtt. ?ulce oVelr.r.S every 15 :A.,. by 

CcrdJc:i?S. . prersure every 15 rAn until test j.roce£vre 
her ♦ernifct*.* ■. 

t V f * "c ) *r : \ * .* r 1 1 re ? e 1 vc nn i r ; rv r, :• ! n/ • r 1 i on 

rv v *u^a \:**\ * *;/* .. 5 :: tV.e iaVerol i • , - by atnr.r 

t.' r.v - ^v. 

A p*An }:• :..••! ’.y e’ -ill hr err. ccr.ec*T.*r*: in # <<?tic*n 

site*. cr ii».r *r/ mil l?tit e.evy £ ! c*.;rr . 

Ex: **ii"*m * * :e teri :.* *.*•£ three Lcuvs tf\*r *.:.*» i .r. 

riV o** !f *•• • Ii:*-> v<***,\.* cer rr* i*i:.i::a of cif'fruliy i:> 

ccrAl:.:n,I: n 

5 . i j !31*:e r! :I \1 ho in 

\:x lv vu'.v ■ ? • v (rer. *>• r rxeivij.c). !-*r equip- 

r.vnv ;:ii! e.l: •*. I'? in the i*:-?cir;c nrc^ (re?*, tvi/er c ::.rcir?J. 

6. ;V:* /ct* ;•;!* *.t 1 t e h< s o.tt rvertlcn to the t :* r t by 

vi‘ «. i vv».v *• • five**. iiui* 

V. *!:«!* ** # - 1 * J r* rs**vr * ill l;* irrvjrt tu tr.e •** !v:itccr until 
atirr * he *c:;* f* <sn * l-.b vtr*: hrs teen r^*: 1 *':** a »<i the 
volur.'.fi* ru\ * v ■: i is :ir.ai ui-critry: ty t;.e It./cm Iritor. 


2 


; 


70 * 02 * O - It - 47 
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Ha* rvotoco) r.r.d irt?? fcrr. for the evaluation of the rcthercplol In 
fcr.or.ttioa fr tv C:7*l\ 


Control liver 

function tent day 1 


MliruMn 

St*t»r 

cl*i phoGph&t*** 

Ro.nl function lust day 1 

creatir.ir. 

K : - 

tirlnrlyeift 

protein 

r.i erase op ie 

% 

lle^stoJcrv fund Jen 

ten day 1 


Platelet 

reticulocytv count 


poet ITA? day 2 dey 7 (foilov~up) 


poet erpnsure dry 2 dey 7 


poet exposure dry 2 day 7 


On the rnrnir.f rf «‘**y l t urh.c ar.d blood s.'.rplcs art to be- 
obtained for contrvl renal mrt and her atoloyy function. The 
volunteer \ ill r» -elve an i otter usculcr Injection of D*'\P lose 
than 3.25 rp/hp in the lateral thir,h area bv roans of cn auto- 
inj£ctcr. Slnod '.'111 he *rr>lcd continuously for the nc*;t 
S hours (0.07 nl per nin) for the continuous determination of 
rc thcroplobin. 

Rlood pressure* nn'r.e (KKC lead II) dctcrr.lr.cd every 15 Rlnutes. 
Miotopraphs of t lip* a»*d nail bed every 2 hours, 
diet - hreahfast - regular Fluids ad lib 

lunch - fluid 

Volunteer to rerain on the verd for 24 hours after completion of 
the study. 



The prr;ncol and date fer the evaluation of t 1 c effect#! of 
wi‘.c? -rJoliincrle c\ eiv^rcise tolerance. 


Contrt-J Hvcr 

fir.cti'n test 

dry ) 

pout DtV.I* dv* 2 


day 7 (follc'-up) 

a ' 1 !vu in 

• 

m 


«e 

r»r oy 

• 

• 

- 

m 

alh phcfpliat.ru 

- 

- 


m 

Kurin 1 function test 

day | 

por.t erposurc day 

2 

day 7 

cre-t in in 

- 

- 



n; 

• 

- 


— 

urk«%1v£is 

- 

- 


- 

protein 

• 

- 


- 

rittoscopic 

— 

— 


— 

IlcratcJo'T fu;rtirn 

test 

day 1 

post exposure dry 

2 

day 7 

h.h 

- 

• 


• 

VAQ 

- 

- 


- 

pj%tc let ec*u*;t 

- 

- 


*» 

rcr IcuJorytn 

- 

- 


- 


On the re; ninp of d.w 1 urJr*- rnd bleed r .t r]u ore to be obtained 
for centre) reiviJi liver and he uolopy (unci ioiiv . 

The volunteer* \**3J c: c rcine ci* the trend rill at * r.i/heur 
terp rcJntl.v hv:*ic!iev r jX\ Or'fen ccn:*iirpt Jo.i lo to be 
detnrr.Ir* * continuously durany thin period. After cne hour an 
intnnncuJ.’.r inj r Vn of rVAV (no mre then 3.J5 rr/hp> in to 
be five;;, Elec' i? sarpled continuously for ret romp let- iner t a. 
Continue to roniter cxyr*n consumption end exorcise pace in to 
continue unchanged. 

Elood preteure, plum - deterrined every fifteen ntnutes. 

Wet - ad Jib 

Experirent in to be terminated three hours after the i.n. P:V*P 
or it tiie radical volunteer corplain* of difficulty in continua- 
tion of the exercise. 
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c\:z *:in* :rv c.;ra 



| ”T* j' 1 

P. ri of.: 

1 

j I j j Volunteer No. 

C-Ci;iiicrl fnvetti ir.uon 


* 

P-P*y< !.>:#ha;*nftcolo;:y 

6 

J S-.i > cs 

IMtoliv.burj; 



E-Accido*ual Exposure 

7 

j N*>. of Tir.** t;r«*1 

O-Oatsin*' Agencies 



(A#l;,! V\i t eel.) 

8 

; ; 1 j Fo nr. -Card No, j 

1 -Iu-Hou <n Groups 


— , - . - .. ... .. .. 



n 


r — 

1 

1 


IK 


D.u 

n 


*’«m ** 


i i 


2 “j 


:<o i 


i i'T i 


(eg, o: to cs) 

Yvu* 

Real Tine Afuul Acini ni «| Ci'ixl 
C,uc* No* 

Ti.fk PI f;*i No. 


30 j* 

J i 

[ | 

« 

! 




! II ! 

1 1 

i i 

*12 t j 

! tiuiiuis (tnhi i 

k Middle : 

Nur.es) 


last Nnsie 


I — i ! 

j I I ** < * ,; '* , l (noilC5) 

V.ci^hi 0;i logr^Ts) 



rr TTTi * 


%nt*»e or Code No, 


Raulc Administered 


Exncjt 1 e : 5.3 r.ci:/k^- 

'*" 

i — 

1 DOSE 

0 

5 ! 3 

j (urans/UR) 

— 

1 


G 



X 10 


.00 



Dxuuple: Routine 
Trent cd 
Repeal 
Mixture 


> 
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J 


Yu r? 

: ilarx 3.T/.V7 

- '.!7 /.-vrffA /W 

1. 

fitVcsts are 

'.rrsened by phy c i e i cn- 4 r-vhmr ,:tr . ^inre 

tUr 

*. trs r.i*v 

••'d s.v ;V.r. * iirn vt*?:* t?rc of erl.-.vry 

irre 

/* '•*. A'l 

rv.plcr. '‘re drav.ci vitb Vccanir/.'* u\i* 

cr/**' 

.*:vi :cr ?:\ 9 


2. 

A.:*:, prior .c 

test hr psv-'est ec.^ple is urv.m. 

3 . 

Subjects r vf f 

r* to vsrd at f?00C hourr. the e*rMrf. 

bC.\ 

re lest. 

cv;nlr. : - controls but should have lirhts 

OJ* 

*y -3 cd. . 


l|. 

?n f*;-*. A; *. 

v ! hi ar.r; recvlar VrctV.ft.tt, 'hsr. ?? 

ftlK: 

* x > at 30 v, 

1:. intervals - control blood is drr-tr.u 

5. 

I rut oiver. i. 

r.. l*y doctor* 

6. 

c/r i*/* IJ a\;S 

: arc tre.fr. 0 l/C J r for J hr then q.i.h 

for 

5 > :rr.. 

?.n Vv ecci rest t>;cev**. tor Bh? ;W hO hrs. 


. - .* 1 . . 

V, . • u. .** ui ...... 

. (IV 

...« w f 

7. 

Tvcra r.ir; 

M-a dra..it for CFi' nt assigned tir.es for 


;rs. 


8. 

A r'.i'.i che-t 

is V.ept* cn rrhjecvo receiving *i.n. injections 

ei\V 

:vr by syrir.f.. 

a:.i hceule or autoinjector. 


9. Cr. dtscbruye fro.-s vara subjects are given medical alert 
efrse because o; r.ure'-ces venipunctures. This is dated to 
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CKO!';' I 
CRCtT 1! 

CROtl’ 111 
«: AU. CSPlTSs 

1. SlocJ sptfclrr.ntr. at 24 hr pro test, control the tcrnlng of Clio teat, 

2, 4, 6, 8, 10, ?4, 2 V , 30 and 48 hour*. 

2. CPK to be <’f tor.-lr.ed on all apeclrvntn cxlra at 2, 4, and f- hours. 

3, 24 hour urlr.r for ojelre rtf.rtinp at (TOC tha day of tho tent. 


PCX MD L. CKLVTR 
t'AJ, !*C 

Clinical Invcatlratlon Section 












r crx r iso 
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MEMORANDUM of meeting 


Sublet; Investigotionol Use of Drugs by the Department of Army 


At 11:00 o.m, on Februory 28*JJ£7# Dr. lay met In Colonel Howie 1 ! office 
with the followinglKree representatives of Ha Office of the Surgeon General 
Deportment of the Army: Colonel Donold L. Howie, Medical Corps, Research 
and Development Command (OX 6-1209), Colonel Marshall E. McCabe, Medical 
Corps, Professional Division (OX 6-2395), and It. Colonel Julion B. Carrick, 

Judge Advocate General 1 ! Corps, Research and Development Command (OX 6-2441). 

The meeting hod been arranged by Dr, Ley to discuss the memorandum of under- 
standing between the Deportment of Health, Education, ond Welfare and- the 
Department of Defense concerning tnvostigational use of drugs by the Deportment 
of Defense, which was ploced Into effect on April 8, 1964 (see copy attached). 
Subsequent to arranging for this meeting. Dr. Ley leorned that the Commissioner 
was interested to know whether there were significant problems in the implemen- 
tation of this memorandum of understanding during the past three years. 

The memorandum of agreement outlines three categories of drug studies os follows f 

(1) studies In which Hie Army acts as sponsor of investigations of a classified nature; 

(2) studies in which the Army acts as sponsor of unclassified clinico! investigation; 

(3) studios In which the sponsor Is a pharmaceutical firm for whom a member of 
the military service is conducting a clinical study. 

The third category listed above is in no way different from any jndustry sponsored 
clinical Investigation except that Hie investigation is conducted In an Army medical 
installation. The Army currently conducts a review of the protocol of the studies 
at the level of the Surgeon General but recognizes this is not required by the low . 

In the second category listed dbove the Army Itself acts as sponsor of the investigation 
and (as defined in the memorandum) submits to the Food and Drug Administration a 
set of documents representing a request for the study and the Review Board evaluation 
ond approval of this study as the claim for exemption for the investigational drug 
studies. It should be noted that Hie information required to be submitted to the 
FDA by the memorandum is not in the format of a conventional submission by a 
drug firm. It is my impression that individuals reviewing information submitted 



760 


- 2 

by the Department of Defame do not recognize the foct that the memorondum 
permits submission in a form distinctly different from that submitted by drug firms. 

The first category in the listing represents classified studies in which the Army 
octs as sponsor, Becouse of the problems involved in handling classified infor- 
mation, the memorondum specifically excluded submission of details of this 
kind of Investigation and substituted a discussion on a periodic basis with FDA 
personnel who have proper security clearance. Jt Is my Impression that these 
periodic discussions hove not b een held duri ng the tkree-yeor period the memo - 
randum has been In effect. It i i possible that the reason no such discussions hove 
oc curred has been that the oopropriota personnel in the Bureau of M edicine hove 

not hod official Department of Defense security clearance. ~ 

— » ' 1 — % 

Current areas of clinical studies of interest to the Food and Drug Administration 
include the following: (I) st udies on treatment and prophylaxis of nerve gas 
poisoning (classified as Secret), (2) studies on ha llucinogenic drug s (classified 
as Secret), (3) st udies on treatment and prophylaxis of radiation Injury (classi- 
fied Confidential), (n) studies on onhmolorial compounds (unclassified), ‘(5) 
studies on modi fications of existing procedures of milita ry utility (examples 
might be the use^af silicone ointments For prevention of loor irtjury tn the 
Tropics, modifications of anticoogulent solutions for improved preservation of 
blood, etc.), and (6) st udies on military use of new vaccines. (DBS is the 
monitoring agency.) ’ ~ 

Recommendation : 

It Is proposed that the periodic discussion of classified DOD drug projects 
outlined in the memorandum of understanding be implemented to include both 
Bureau of Medicine and Bureau of Drug Abuse Control personnel having 
appropriate DOD security clearances, 

C 7 . 

' Herbert L, Ley, Jr., M.D, — ^ 

Attachment 

cc: 

Mr, Rankin 

Mr, Davis ' 

Mr,f Inlator 
Dr, Minchew 
Dr, Hodges 
HLtey/mjl 4/17/67 
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MEMORANDUM FOR THE FILE 


Sub|*ch ftrUflng on Pcogrom, M*d1 cnl Loboratorlas# 

,w *?3gS wood HfftiuITi^c^iwoodi Morylciirf*4) 'iy 26 f ' lM7 

7jCS%1L‘‘L 


Tit* following Individuals traveled to Edgewood, Maryland, to partlclpst* In 
o briefing given by lb# Research InborttorlM, Edgowood Anemlt 

Dr. H#rb#rt L. Ley, Jr., Dlr#ctor, Bureau of Medicine; 

Dr. I. Horvey Mlnchow, Deputy Director, Bureau of Medlclnej 

Dr. Robert M. Hodges, Associate Director, Office of New Drug*, 

Bureau of Medicine; 

Dr. Ml I ton H. Joffe, Biological Retear ch Coordinator, Bureau of 
Drug Abut# Control . 

The FDA stcff were met by Colonel Blolr and welcomed by Colonel William W. 
Stone, Commanding Officer, Edgowood Artenol. The agenda for the briefing 
It ottacbed at Enclosure I. The pcrtlclpotits In the briefing or* listed on the 
second page of the Enclosure. The Initial phases of the briefing war# devoted 
to the use of medical volunteers In the r esear ch p rogram of the Igbgrcilory^ 
Enclosure 2 states the genoral guide! Inet* TfflSSii&uf the laboratory In using 
volunteers and also provides a cooy of the volunteer's participation a gr eem ent 
for studies undertaken. Enclosure 3 Is o medlcol volunteer handbook provided 
to prospective volunteers for the program. Enclosure 4 summarizes the reteerch 
protocol used In planning for volunteer participation In studios. Peg# 4 of this 
Enclosure Indicates that final -approval for specific protocol Is mad# by the 
medical board, consisting of five members of the Edgowood Arsenal medical 
staff. In summery, the use of medical volunteers In this program Is well planned 
and represents a twelve-year orogrom on the part of Department of Army In 
obtaining data from this source. I* Is if '“‘rrrT tt rrrtt thnt th ere have been 
no dnatbs «V iadflui camnlleatlar n resulting from the use of volunteers In this 
organization. ~ 


Typical outline for use of serial measures data sheet for the study of psycho* 
chemicals In medical volunteers ts attached at Enclosure 5. These studies are 
of Interest In that (her# have been only two Instances In which volunteers 


'L 


I 

v 
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experienced a tronslsnt myehosU lasting beyond the normal duration a f the 
prychochemlcnl effect. * third cat* which hat boon quoted frequently In 
(ho post of an Individual ollegedly rondorod permanently psychotic wai thawn 
upon Invoitlg 'tlon to bo on Instance of doliborato malingering on the port of 
the Individual »ub|ect. It muit bo pointed out, however, that the voluntoen 
for Mile program ere exceedingly carefully screened In term* of psychological 
quail tie* and ere not typical or eh sracterlstle of the population using psycho* 
chemical drug* Illicitly. 

A typical orotoonl used for minimum effective dose studies of organophosphorous 
comooundt I r* medic -I volunteers It ottsched as enclosure 6. In general, the 
startin') dose of any organophosphorous compound Is established at t/100 of the 
50% effective dose In the most sensitive animal species known. This dose Is 
Increased In geometric progression until observable effects ore found. A general 
outline of orecl Ink'll evaluations In terms of animal pharm oology It attached ae 
enclosure 7 . It should be noted that the studies are In considerable detail and 
represent a tyoe of oreearitlon for clinical experience that Is far more detailed 
than that found In most new drug opollcatlons. An Item of Incidental Interest It 
Enclosure 8, representing a protocol for long-term psychological assessment of 
subjects. Enclosure $ It a genenl Informational pamphlet on Edgewood Arsenal 
Research Laboratories. 

Two additional Items In the form of classified documents were provided to FDA 
participants at the time of the meeting. Copies of those documents will be 
mailed to Mr. Chapman for file In the Office of Policy Management where they 
may be ac c essible to Individuals having need to know. The documents represent 
research progress summaries for the past fiscal year In both psychochemicals and 
organophosphorous compounds. 

Following lunch the group was given a tour of the medical facilities of the 
Research Laboratories, Including the new John R. Wood Memorial Laboratory 
Building. Although present facilities are antiquated In the sense that they are 
housed In World War II type barrlcb, the operational equipment Is up-to-date 
and comprehensive. The new laboratory facility which is expected to be occupied 
later this calendar year will provide a modern environment for the studios. 

In summery, the research program at Edgewood Arsenal aopears soundly based 
upon an Informed volunteer consent obtained In writing. Furthermore, the 
program has most Important military objectives which hove on at least one 


/ 
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occasion In the poll resulted In the' providing of FDA with a complete file of 
pertinent Information on ono antidote for an organophosphorous Intoxication. 

Mono pfj hs members of tho FDA itoff fait concerned rsgedlng th* method o f 
oporoHon of thli r io-.rcn effort nor the lf * ]§ Tgnm 

o msortret'and MUlhMCnt ovollobl*. I n penerol, Hilt research effort It not on* 
in which It eon be reos«i«obly expected that more than an occasional drvg will 
be developed which could have civilian application In medical practice. Th* 
topic of antlmalarlol drug research being carried on ot Walter Reed Army Institute 
of Rei* , ech woe discussed In general terms ot th* dose of the briefing. Dr. Ley 
Indicated that he would be arranging through Colonel Howie of the Medical 
Research and Development Command a briefing at Walter Reed to cover this 


A letter of thanks has been dispatched to Colonel J-eeph Blair of th* Medical 
Unit of the Research Laboratories. 


Herbert L. Ley, Jr., M.D. 
Director, Bureau of Medicine, FDA 


) 
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August 21, 1975 


MEMORANDUM FOR THE RECORD 

FROM: Associate Coomlssloner for Mtdlcal Affairs 

SUBJECT: telephone Conversation with Colonel Richard F. Barqulst, MC, USA, 
Department of Army, August 21, 1975, re: OOO/FOA HOU 


Colonel Barqulst called this date with regard t a re-astahii«ina. 
liaison under the OOD/FOA Memorandum of Understanding with regard to clinical 
Investigations. He referred to our c i ? , Tf t p" nH *" r * eacliet the year on 
this £uble ct.and noted that there had been some difficulty in getting every 
one's schedules to coincide to hold a meeting. ' 

I told Colonel Barqulst we were Jn. the process of drafting a let ter 
to the Amy on this same subject and Indicated Chat we Were - Interested in a 
briefing on any data derived from classified research that might be of use 
to the Agency, as well as an overview of all clinical research (non-classlfled), 
with special Interest In determining whether INDs are being submitted for all 
studies for which they would be appropriate. 

Colonel Barqulst tol d me that current ly there were no classified . 
st udies Involving hum an subjects be I m conducted DythV~PeOiytmiSftt Of Defense. " 
H f said that the Army I s reviewing all drug research, going back to the ‘50s, 
at. a result of the recenT~a Tsclosure of thes'e controverslal drug studies. In 
this connection, he recaTT^thsTfoTTWTng' a discutsfon wltVDr.Tey, former 
Coamlssloner of Food and Orugs, there had been a meeting of Oefense Oepartrent 
personnel and FOA people, about , and wondered If we had a record of this 
meeting. I told Colonel Barqulst that any such record would be In our security 
files because of the Army's classification of the studies and that I was sure 
Oefense personnel could have access to this file upon written application. 

We agreed that the meeting should occur sometime In the last full 
week of September at a time and place mutually agreeable. I promised Colonel 



HFl-1 

HFM-1 (Mr. Barnes) 
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REMARKS 


Action t/ fly ~rS& ~^yeTOuc£b 

A'^y #&/&</ ^ 

Sts 'ByftC'T- /(***+' 
Civ n&n.JrsT> A’S&y AT 
r $*(~.' . 

Do NOT use this form as a RECORD of approvals. concurrences, 
disapprovals, clearances, and similar actons 


OPTIONAL FORM 41 c*> >t ***** 

Auoutr mr 

OSA TPMS (41CPA) 100*11.105 



V AUG 075 


7>CHARD.F. BARQUIST. M.D. 
j/P/7 Xblonel. MC 

Deputy Commander, USAMRDC 
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tC&SMtl 

gOBJBCTt Minutes of Jotot Hooting of Anqr iovtotlgatioooX Drug Beviev Board, 

Clinical Uvootlgotioa Comnlttea, oof Human Uoo Committee on ) July 1175 

I. Voting ooafroro not present 

(1) Hioo Doom Griffitts, ChUf Librarian* Joint Army/Air force Med ice 1 Library* 
Member of HOC. 

(I) Coloooi Bobere-H. Buker, MC, Surgical Consultant, Dirac torn to of Health Cara 
Operetlems, OTIC, Nan bar CIC and AX DAB. 

c. Honvoting naobar* praaont were* 

(1) Major Kichaal V. John# too, MC, Cbiaf, Hunan llaa Bevlew Office* 

(2) Major 2* Judaoo Loach, M5C, Hunan Use ftavias Office* 

2* Colonel larquist o pan of the nooting at 1315 hour* after determining that a quorum 
ws present* The order of business two a* folio** i 

a. Minute* of the 5 June 1975 meeting mere reviewed and accepted without comment. 

b* investigational protocol conaiderod west 

Clinical Trial* with the "TAB” Nerve Gas Antidote (submitted by COL C. McClure, MC, 
Idgewood Arsenal)* (lecause of the sensitive nature of the this project, minute* of 
the meeting have been separated from those in tb* remainder of the agenda to permit 
individual review.) 

This la a proposal from B i ome d ical Laboratory to study the drug interactions between 
the new TAB antidote formulation and potential drugs of abuse such a* secobarbital, 
alcohol, dextroanphetamine, methylphenidate and diasepam. The material reviewed at 
this meeting Includes the backup information to be aubmitted to the food and Drug 
Administration for an 1KD on the antidote* 

NeMbera discussed the need for this information on the dreg interaction* and concluded 
that it would be useful* KAJ Swanson questioned why this work could not be done in 
subhuman primates. Major Johnston felt that the needed information could not be 
obtained from animal studies alone and that in view of the extensive human experience 
with these drugs, the experiments would be safe* COL Conte agreed with this position 
but had reservations about using the high (20 mg) dose of dextroamphetamine in view 
of the demonstrated effect of the antidote to increase heart rate. There was also 
some discussion about the dose of diasepam since some members felt that 20 ml was 
rather high. The Committee agreed that only the low dooms of each drug should be used 
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SUBJECT! Minute* of Joint Heating of Army Investigational Drug Review Board, 

Clinic el Inveetlgetion Committee, en4 Human Uee Committee on 3 July 197$ 

ini t lelly end that experimentation with the higher donee should be reconsidered by 
the Committee after the ini t lei results ere subnit ted end reviewed. The other eug- 
geetsd nodif lest ion to the protocol iteelf wee proposed by COL Steinberg who thought 
that the methodology for determining cholines tersse levels should be stated. 

The Committee found that the consent agreement wee unacceptable since It did not 
indicate the details of the experiments to be performed and the potential risks or 
dleoomforte Involved. The Human Use Review Office will help the investigators to 
draft a consent agreement that meets acceptable standards. 

AIDER and HUC Decision ! Approved, provided that the modifications agreed on above 
are mirie. 

3. There being no further business before the Joint Committee, the meeting was 
adjourned at ISIS hours. 

1. After the close of the meeting, the members of The Surgeon General's Human Use 
Committee Indicated their concurrence in the decisions reached during the Joint 
Committee Heating. Attached as Xncl 1 is a statement of their concurrence signed by 
each member. 

1 loci RICHARD r. RARQUIST, )LD. 

as Colonel, MC 

Chairman, Army Investigational 
Drug Review Board 
Acting Chairman, Clinical 
Investigation Committee 


DAVID C. OOANE 
Colonel, MC 

Acting Chairman, Human Use Committee 


APPROVED/ DISAPPROVED : 


RICHARD R. TAYLOR, M.D. 
Lieutenant General 
The Surgeon General 


3 
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KUMA 


DEPARTMENT OP THE ARMT 
owe* or thc surocon ocmmm. 
WMHIWT«H,OA MIN 


9 

tupplamant to Minutaa of Combined Hooting of Army Investigational Drug 
lavitv board, Human U*a Coamittaa and Clinical Invaatigation Co ami t tat, 
03 July 1975 


I ft, tha members of-The Surgaon Central's Human Use Committaa, concur In 
tha decisions raachad at tha combined matting on rtaaarch involving human 
subjects. We agraa that tha righta and velfarm of human subjects vara 
adequately coat Ida rad in raacbing tha decisions. 
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BOBJICTt Clinical Trials with the **TA»" Serve Gas Antidote (submitted 
by COL C . HcClura, HC, Director, Biomedical Laboratory, 
Idgewood Art anal 


MEM) FOB RCCOBDs 

l.\ Objective s To obtain information on tbs offsets in nan of tbs nerve 
•gent antidote "TA»" (SAT) when taken iritb common illicitly ussd drugs* 

S* fro toco 1 1 4 Study plan calls for concurrsat ndclnistrstton of a pot ant la l 
drug oTsbusa. along with tha TAB formulation (4 ng benactytlne, 40 ng of 
MM and 1 ng of atroplna sulphate). Two doss lava la of saeb of tha 
following will bs adalnlatarsds dex troamphetamiw, 10 and 20 mgs secobarbital, 
100 and 200 ngi dia/epam, 10 and 20 ng; and alee hoi, 0.4 and 1.2 nl/kg* Ona 
and two dosas of tha TAB auto pan syrettes will be adnlnistarsd. Tha low doss 
of each will ba studied first, than a high dost >t drug and ona 7SAT1 a 1o- ^ rv# 
J act loo, a low doss of drug and two "BAT 1 * InJecC ion^Two or^ !c^V%ublac t a •«*** 
will ba ussd at each of tha doss combinations. With the exception of tha 
"BAT 91 combination, ail drugs will ba given orally and on a fasting stomach, 
lbs ••BAT” will bs given ona hour after tha oral drugs. Lab teats will ba 
dona at ona, two, seven and 14 days. Ona hundred to ISO volunteers will bs 
involved* 



)• Comments* This protocol will require an 1W) submission to tha Food and 
Drug Administration because tha combination if hew and not an approved formu- 
lation. Sense ty fine, is marketed in an oral dosage form in combination with 
mepjfrobcpete. tHB-4 is not marketed in any form and consequently is 
investigational. Tha investigators were notified of this soma time ago and 
ware given a list of what additional materials would ba necessary for an 
acceptable submission. Most of the requested information has now trickled 
inf however, the requested stability data has not been forwarded nor has 
a sample label bean forwarded. Details of the label can 4a worked out % 
prior to forwarding the proposal to the FDA. Supporting data for the 
submission has 'bean received piecemeal and as a result, it is somewhat 
disorganised. -1 anticipate tha FDA will alow an XKD on what has been sub- 
mitted so far but 1 do believe tha Issuance will ba followed by an extensive 
list of questions from tha FDA reviewers* 

4* Bepeatsd requests have been made over many months for reasonably definitive 
stability data* however, none has been provided. This is information the 
FDA will eventually require. ^ 

5. The consent form is totally inadequate for the proposed ctudy lacking 
basically "what is going to transpire and what are tha potential conse- 
quences." Edgevood does have a useful *ud informative general volunteer 
information package (only certain pcg;s vero reproduced for tbs agenda). 

: /3pv 24 vhs t Ov 
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NRHS It June M75 

■ SOUICTt Clinical Trial* with tha "TAB" hm Gas tatlitM (oubaittad 
k; 001 C. McClure, ME, Uiwood Arssaal) 

(• f would ask that tba hoard Bankers consider tha necessity of tha pro- 
posed 200 ag do*a of sseoharhltal end also tha appropriates*** and safety 
•f th* 20 ag doaa of daxtioanphatasln* whan tha "BAT" foraulatloa do** la 
fast haw* cardigtoaic proper ties. . 

?. The actual protocol la towards the hack of this packet. 

I. Tba investigator* are still collecting blood chaalstry aad liver 
fwactloa data, os tha studios already dona with the fotaulatioa and will 
forward it before additional huaan studies sr* dona. 



* Captain, NBC 
■uaan Uss Kovlow Office 


*N 


\ 

/ 
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SAREA-8L 


' MMftTMCMT Of THE ARMY 
DUDMUTIM, IOUNOOO AMCNM. 
UUNU MOVIM MOUND. HMTUMO JWW 


SUBJECT: Investigational New Drug - TAB 


* * J’JN 1375 

• Jtoo’dHUR<£ 


28 May 197S 


HQOA (SGAD-HR) 
MASH OC 20314 


1. Inclosed arc preliminary raw data and draft summaries of ln- 
house/1 ndependent studies of the components of subject drug. 


2. It Is to be emphasized that the data supporting claimed In- 
vestigational exemption for this drug are the data available as 
of 31 Harch 197S. 

3. Further precllnlcal studies are required and no further human 
research with TAB will be done pending the outcome of these pre- 
cllnlcal data. 


FOR THE COMMANDER: 


1 Incl 

as 


c. mcclure, h.o. 

Colonel. MC 

Director, Biomedical Laboratory 


% 


\ 

J 
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* # * 

1. Cholines term reectlvator/chollnolytlc nix tore (TAB) - Administered 
by the Intramuscular (!H) route. , 

*2. e. N,N'-tr1methy1eneb1s(pyr1d1n1um-4-a1<ioxime)dibroa1de (TH8-4). 

b. ^ dl-tropanyl-2-hydroxy-l-phenylproplonate sulfate (Atropine sulfate) 

c. ^-diethyl ami noethyl bent Hate hydrochloride (Benactyzlne) 

3. THB-4 * 39.20 mg per dose 

Atropine Sulfate - 1.03 mg per dose 

Benactyzlne - 4.40 mg per dose 

pH adjusted to 3.8 ♦ 0.1 • 

Concentration variation allowed Is ♦ 51. 

4. Source of TKB-4 (new drug): 

Aldrich Chemical Co.. Inc. '* 

940 West St. Paul Avenue 
Milwaukee. W! 53233 
Tel (414) 273-3850 

€. See Incl 2. 

■. 8. •. a» incl 3 contains a. draft summary.of the available orecllnlcal 
pharmacological studies In non-human primates, available raw data 
' from clinical pharmacological observations, and bibliographic material. 
• 

. b. Incl 4 Is a draft review of toxicology/! harmacology of the oximes. 
7. Not applicable. 

‘ 8: Responsible Investigator - KD degree with experlence/formal training 
• • .do physiology - pharmacology. Additional training in biochemistry 
desirable, 

9. See Incl 5. 

10. a. •Clinical pharmacologic studies of Interaction of TAB with commonly 
used drugs will be determined, l.e., ethanol, various tranquil izing 
agents, narcotics (morphine, demerol, etc.). 

b. Not applicable. . , 

. c. Controlled by 0TSC, HQDA. 


♦Incl 1 


10.011 O - 11 - ♦» 



Q) TI*8-4 bromide! 

• # . # 

, N,N'»trimethylencbis(pyrldlnium-4-aldoxlme)dibromide 



^ J ^ J * -H.0 

■ m ''CH 2 -CH 2 -CH 2 ^ n 

(2) Atropine sulfite: *»leeul*rwel,ht464 

Tropyl (ropate or 

dl Hropany I -2 -hydrox y- 1 - phenyl propionate sulfate 
”H 2 C <^H CH 2 CH2OH” 

N-CH* HC-O-C-CH *H 2 S0a*H 2 0 . 

•; <•; . 4 S . I ■ . .- .v. i| •• ■•■••••• , . f’- •• •** f , ••*.** V/l. 

..." h 2 C CH — CH2 f X>^S 1 

> .... - ”.;H '‘Jy ' molecj'sr weight 695 


(3) Benactyzlne (benactlzine): 




2-djethy taminoethyi benzllate hydrochlorlde ’ / .. . * * *■ # 

‘ •••• .• • •••' ’• • ' ' * ’ •*' > ' ■' ' V M'-i •;.'** ' ,r ' >.« it,' 

• r — V •<?«„ • '.'• ••• •• ••• V • 

/ ~~\ I 9 /H*5 

\\ //“C-C-0-CH2-CH2-N. -HCI 

. . > . V .// j. r Ai ; .;>C 2 H5 ; . 

• f ’ ’ ’ • • • molecular weight 364 


I NCI \ 




PRODUCT I OH PROCESS 


. Contract Number 

0AAA15-75-C-0058 

Regarding the Item furnished to Edgewood Arsenal under contract number 
DAAA15-75-C-0058, the following information is applicable: 

1. Items were produced at Cartrix Parenteral Systems of St. louts, 
Missouri. Reference Master file FO 12250 for information regarding the 
facility. 

2. Preparation of the solution for each of the three lots T02110, 
T02210 and T02310 was carried out under the supervision of Richard K. Traub, 
Chief, Human Factors Office, Edgewood Arsenal. Reference process sheets 
for these batches which were transmitted to Mr. Traub on 10/11/74. 

3. Items were tested for sterility at K-V Pharmaceutical In St. Louis, 
Missouri. Reference letter of transmittal from Survival Technology, Inc. 
to Mr. Traub dated 11/11/74 and attachments for test results. Reference 
contract DAAA15-75-C-0058 and attachments for test parameters. 

4. Items were tested for mechanical operation at Survival Technology, Inc. 
In Bethesda, Maryland. Under the supervision of or under cognizance of 
Mr. Melvin E. McGee of Edgewood Arsenal. Reference letter tf transmittal 
from Survival Technology, Inc. to Mr. Traub dated 11/11/74 and attachments • 
«. .for test results. Reference contract DAAA1 5- 75-0*0058 and attachments for 
'■ test parameters. 

These data and all refeienced data furnished in connection with contract 
*' UAAA1 5*75-0*0058 shall not i*e disclose*!) rutside the gove.*"mtnt. ‘ 
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! Keaturet 

Prog* 

DOM 

• Ho. of Subject* 

Banactytlne 
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i« 

• ' 

♦ • * .* 
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• 

1* 

{ 
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.* 
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. . u}; %* ^ ;. v ;< r #v% • i. * 

. , . I ' ’ v •• • - *%•.*•* • ' 

.* ..,•#* *, . ’ . ** • •* * ,»■**•«• — ** *♦’ ,* .••/« •*••* *. ***** "* « *•*• ,f ' * . • *• • • . • ’* 


• • • •* . v* • •*.*- i • ;> # *» ; . '• • ; . Tl . /«/. ?*• # * *^; 

;•* ,*. :;• ; . %:**.?:-<??*? •:* wa ■>•*••• • ^ v * 

rVr;/^v>:. ; v ^-V r: " 

•* • *• • * * • 

**’..***•• ;'*t>*;* S \v* •\\* •**: /..•V*v*. /. **• /*>••/* »/,:*••’**.•<• w-vjA ► 



♦ * TeapeWturc 35*6# Relative huaidity 9*55 ^ * 

** feapemture 35*C# Relative huaidity y% 9 IGalkin* on treadayj* 3 npn 
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»• * 

Experiments utilising 5A3 for treatment of GD «£i VX intoxication. < 


A# ;fbjjic dose of SA3 la the end cosXey unchallenged by 

antlcholl&ssterase exposures 

. administration of 5 to SO times the human equivalent 

dose/kg lends to no noticeable effect In the .caged s nlr n l la an. 

air conditioned 'cnvirorment, 

administration of 25 tines the hunsn equivalent dose 

• * • 

Induces the animal to Vetoes lethargic end’ some vh at groggy but there 

'Sit no li'iV o# f*-'- * '• * W-:' Vf; >:••••. it : 

* * * # 

1 # Utvse values t*iy d^ft considerably vlth heat stress* 

-* 4 Kt >>%V< *V r **T. \; K > ;.v;> ■V.;^*w* ^'^vwy.V' 

B. lutra-succulijr exposure of sconfeey* to* GD . 

* # (*) epse of 3 1 Djq*G 9 the ©r.aetf of e>v;ptors aro . * ... * 

".noted in 2 to 3 hi nuts o leading to death at 8 to 10 olnutes . J- . -.*• .. 

• .. * . •* % ** ■ v ' 

"TTr/ ,x , • (?) at the onset of. symptoms the antidote solution of £A3 

it :.«Vv.*' ''v-i ':** n / v *> . !. %,*• • ;>* *V *• .y. •*. /. *♦ • v * v* • 

la administered i.a.j the coomialve movement© atop almost immediately 

. vitb soc* return of eossdousaess, the animal remains lying in fche 

• * . . # .. *»** ’* .* * v f ; * % • • • . ." : * ? * * 

bottco of .the $cga # Is responsive to tactile stimulation but appears 
*.•*•**.* * « . # * . *.%' .. • * 

unavare of surrouudlrgo* the animal continues to breathe sufficiently 

to support Itself for a period of 5 to 8* hours (compared to 10 - 15 

' olnutes if the seme symptoms are treated vlth atropine close)* 

Administration of additional doses of 2&B do not appear to Improve the 

condition of the animal or iscremre thn swivel time, if the animal 

Is supported vlth artificial resplretioa at the. time cf respiratory belt, 

life can Vc prolonged but the animal does i.ot become independent of 
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•rtiltcUl ru^lntlca. 


C. 


• • J 
. «. V. * 

‘ *' \* * 

N . ^ ' »* 


^ GD sfcld txposum , * # 

*. A. lethal dost GD-csrUacrolate solution vu placed on the** 

shoved fotin or shoved telly of t conscious restrained coakcy. 

* # • • * 

. 9m lathal dot* (2 <ropi/)(| (piU ov»r 6a* of abtvcd bally urea - 

•t ?5 . 80° F) killed all of the control anlz.Ha ia a period of 

• • 

M)to fiD clnutos* tocontasinatioa of the 0D exposed area is unoeceossry 

• • * 

since all of the GD volltlllios free the eerthoerolsto clxture in 




less than 1$ ntcutes rt rooa tesperature* Treatment vas Initiated 

</rVH v i# Vv* '• ,5* ... ;>V VCv ^ * 

at the first definite sybptoos (treaors, fssc lculat Ions# loss of 

* , * * * * 

, * consciousness, bradycardia or respiratory distress), vhich occur ed 

v> .' 4 « r *‘ % 7*** # «>*r '•** . ? • * v» • -• *•> ~..W * ^ W>* .Jfo •**' K-*'* ’ •«. V* V* /.v* • >, >: ' {** 

* ♦. appro; icately 20 to bO rlnutes after exposure. . : 

» * • *• . • 

\ ./• t • • (l).i Air or ire aloof* at a dose cocr-isreihleto atro*pea /' . 

injection alloved the anlcal to die slovly in 2 'to 3 hours vithout * * '* 

* •./** — £ • -*%V * **** * • V • ’* *' % • • . * • a*. . % 

, M .recovery of any state. pf consciousness* < *• . ..*, *• 7 • 

9 *. ;* * * ,*r, .v*.*- » * •*«%.,..* % ; v %. >, / »• 

• . trsatsent of. sycptccs .y ith m, c^inatlctn 6f Atropine ^ 

end Eonectvr.ire at a concentration cosporeahle to* the syrette clxture 
* * # . • ' 
v„jL*adf .to toes recovery oftbe anicsl vlth the first dose* Xhls ls •„ 

* V. * V : / V 7 • * . * m \ ’ * V * # .V •. * * * r : C -* 

followed ey a relapse to the orlcinal sycptc&s; ■' sees recovery la . 

* * 4 • < . * • . / * .. *\ 
apparent vlth the second doss of the sice clxture but not to the sice 

extent ss occurs* after the first dose. *2fce enleals die after 3 to h 

hours even if other sycptcas, arc treated vlth atropine or cetbyl atropine* 


** *• 



770 


* V # ( 3 ) trtnta&t of syrptcrs vitli go?*, ktrcriv.%, ‘Besactysino 

. in concentrations cocparaable to the syrette slrture* ' 

dbe infcjJt recover* with the first .dot# (recovers vtil «Lou*b to' see, 

0 T«b| .bite and nt) thtp^Upiti to ft state vith plxor trcosrl id 
oooe loss of console osnest. Awnlnlstratloa of ft second dote stain leftde 
'to recoveiT^utr^rrftt^ sUoving the anicti to 

* rcnain la ft core t table condition. Tbe # aninal often repair es additions! 
atropine or nethyl atropine to eocbat respiratory obstruction and 

« * 

excost salivation. * * . 

She blood cholinesterase level falls to 6 jl of normal before 

. % 

tbp onset of syaptocyi ocpur. Treatment vith Zf.h bee no effect on the 

••• •! 1 *v*^- .* < *' \\* :•*>; ;iv, \ * •• ; \ % 

blood cholines ter ate level* Although there it no recovery of the Mood * 

y * • •. • -i. . .. • / / * . • 

cholinesterase leyel. tho oxize aty-ears to be ettential for the 

f ; V*.'* #T '* y 1 '•.***?*•• .***'*• ■ >/%;??• r l ; .y> r.. •»/,*. 

. recovery of the fthlxsal* fhe function of the exteo in tbv treataont of 
. • OD regains uncertain* V . !.* .. , , Vf „ m 

v . -V;.. . >. . , >, ^ 

• •; . /w -j ••• , .>(»,* »*• '!.?*•'* .•#*«* . -*V *•*.*> * . •>/ 

%;•.% Jb ! . • . ; «• YX aXin licposure . # ’ ; * ** ! * % a *\ . **’’ . 

**"',•** , , / .. * , # ( ‘ ‘ . " . • * * 

A V ^ •' A' lethal dote of VX vas. placeAoa.tteabived billy, of ;a +?;--%*• 

• .../* •** .» ' * • * • * * * • ✓ * > • *• , - • . , - *■ , , » >' . 

. . conscious rostrslned eonXey. Sic letkal dote (2 droj>s/i'.s spr«»d o%cr ' *• 

* 10 ca* of shsved belly are* *t 7 $ 'to 90 °T) killed cli of the. control .. 

* . anlsals lb a period of JO to 7$ ninutea.* .Decootaalnation vaa carried 

* ♦ •»**##*•* * * • • '• ■ V *** , * ' 


. 1 .* 
■* ; 


out in all anlrole (control as veil as treated) vith the.arr^oniua 
i * * 

k pheny late • chlor csJLoe S solutions of the "black boot" 15 nlcutes after 

• ■«*- * . 

exposure to YX* 



:r?y • 


V % 
/ 


. 0 . tl) Atroslrs ilont vu not attempted in thi* iiriw of experiment*. 

• ■ ■ (S) treatment of «)P|tce( vlth • combination of Atropine 

••• **.*.' I 

nl Banaatyrlr.e at a concentration compare able to the syrette dxturo 

• je 

initiates a response vary similar to tfcat observed In treatment of CD. . 

The anim al recovers for a period of 5 to 10 cleutee and than ralapaaa. 

a ~~ 

mini shovft area reeovtry vlth auccee&lna dies vithia 

* * * 

8 to 3 hours. : . . , 

(3) eoiheye treated vlth a coubir<atioa of Atropine • 

•• ; ei>d jfeanitctyrlwe’ recover iri'a cariber very olsllur to the r.orJjcy exposed *. • 

a * ’ * 

to CD. The animal rccovara« relapse a and recovers a sain vlth the 
^ ' uuceeding dose. ' tba 'aninii usually reqUirt# rddltlcnsl fetropico or . 

H »V/. • *\ V* ; * ' *,*•••♦ *V #•*« f *‘» I V#*.* * # V. ;• **« ,/ •* /;,V VS.V, *>» * “ * . 4 v a * 

aethyl atropine to ncc*at t&llvatlon and tronchlal coafetrlctloa. 

'**•/. After VX exposure animal# begin %o fh$v ayaptoss vhei .. * • 

/ : bl 6 oi oniyce leyel* drop below 100. of normal. Administration of * 

' ,,, , , r. '* * i • ‘ ^ * / j * * * . * * * 

.SAB. induces a transient elsost Insisntficaot, increase In blood - ' 

. cholinesterase levels ( 2 - 3 J&) vlth a rapid return to tbd - original; depressed 
■* level v ' She an lasl recovers after the second dose of TAB without a 
’ ' significant improvement -in the blood chol'ir.osterese level.- .. 

The* initial syeptosa of VX poisoning can be challenged vlth 

• • 

atropine 'and benactyslne. If PAH Is then adalnlstered Intravenously 
the blood chollnesterato level, can be elevated by *-50- Clinically 
the anlaal recovers faster than those vfeicb ere treated vlth a , 

Dorsal dose of TAB. If the ease experiment Is conducted utilities 
SX3& (at 1$ to £0 times the normal syrette concentration)' ^he ’aape 
* blood ennyme level can be uhioved but the animal dies. The lethal 
effect is probably duo to the high level of CS'i retired to 


/ 
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. ir . * i 

achieve thoit )tvtU* Ihixtfoci# the okIm «|p»kr« for 

Dll tmtsint of both 69 and VJt bit Cl|4 &17 ultiaitfly bo ri^.icii vied* 0 

am 

uftr oxlsti * 


S. lnCtftvaaous «f»m« of eonkoys to to *'• 

\ _ 

An intravenous Infusion of O at a rate of ?•! ug/KgA*lnute ibulatift 
an aorosol exposure of X Xd^oADmiti; # * . * 

la) fmttmt of exposure to 2 LDj 0 60 i.v. 

Tha first tA) antidote treatment is administered at ths onset of lynptoot 
which occur at 1 • X X/2 nlnutos after ths beginning of txfoiuro** After . 

1 

adninistra tion of ths first TAB antidoto injection# eonheya still experience 
total body convulsions which deteriorate to rando a involuntary rovenent of, 

llnhe^ Jhn animals lapse into a s^conscicue^ state exhibiting agae ^ .. , v ,. <# 
•'A* response to tactile end .visual stimulus. * Upon adiiiti strut ion of a second- ?AD . ... 
% antidote injection# after a duration of at least 9 three minutes following the. 

first antidote, injection# .the vital signs are stabilised bit the leveX of . * 

/. consciousness does noj^.inppove. • After approximately one* hour# ..respiratory . m . 
*: ' . obstruction it evident and respiration lapsed into an abdoca nil pattern. . The . * 
animal ultimately dies of apparent respiratory, failure two to three hours after 

exposure. * %# * **. *’;*'•* ?***. * J # •*’ *- ’ V: '/*•*** < .**v. :A 

* * „ * * . * , 

* (b) Repeat of experiment utilising l*v. infusion ell 1/2. LD $0 CD for a 

duration of 1 X/2 minutes. The onset of syr&teos and administration of 
1 ' # 

antidoto occur at approximately the same time. At this exposure of 1 1/2 CD 

the animals are able to survive slightly longer than experiments conducted at 

2 IO w # however# there are no permanent survivors** Z 1 



Tea rate* approximately 250 pa each were injected lntraaoscularly 
into the hind lag vit*.t 0.5 al/rat of T»A|i* solution* 

All rata were unable to properly use the injected leg for a period 
of 1*4 hrs* Thereafter, all rata recovered completely without shoving 
any other algn of toxicity; There were no dee the. 
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T*Ui 1 iur>rlui the work thus far coapl.t.d oa coahtaatlons of 
ktntctyilm HCL, Atropine tut fats, and THh-k BE* rsforrod to herein as 
BAT. 


t 


1)088 S«E 


SIKGU 


ca-3tttATic:;s ako 

Co;:=E:.TRATto::8 (es/erjg doss) n 


Bft.es) at 

B<3.9), A(.SS) • ft 

B(3.9> A(.8S) T(37.h) 3 

jtca teyrtSiTteS-s-ishk* t 8 

a. •• .. •• M «»/#m •> 


IL- — 435* /90X; 1 
4T IrtkcariT 


MEASURES KECORSED 

HP,HP.,BP, PS, VA 
HP, HR, BP, PS,VA 
HF, HR, BP, P8, VA 
TE, VIC, HR 
Hr,HR,RT 
HF,HR, Rt 




3(8.5) 

B(7.8) A(l. 7) T(7h.8> 

tl H M 


DOUBLE. 8(8.0) A (2.0), T(80.0) 

«i «i , M 

N * Subjects treated with 
50 |ig/h* phyr.ostltnir.e 
B(7o8) A(l. 7 * 1(7*. Bj 
a 35*/90% 


3 HP, MR, BP, PS, VA 

3 l«P, I5P», BP, ?S, VA 

3 KF # HR # BP, PS, VA 

2 TB,VIC,HR 

2 TE,VIC,KR 


1 »IP,Kt.,RT 


3 n bcnactytlne t!CL, A * atropine sufate, T » HER, \l? * Kuxbrr 

Facility test, KX » fceart rate, BP r blood pressure, PS m pupil alec, 

VA at vlcuil acuity, IE » tine estimation test, VXG « vlglUnce test, 

RT 0 rectal temperature* ^ 

* the effects of 

the thrust of the experiments was to cooper* and contrast '*/ single and 
double doses of BIT tuxiicSecula physically and psychological Ly, Therms are 
obvious differences between single and double doses on scat measures such 
ss IXlX*:2X >X r ia& the K? test, tine estimation, vigilance, and heart rata* 

Oa other ctasurcs r the differences are mail and for the cost part without 
significance aiUUrily. s&XX&JXXXH Data is not yet available 

to cor.jv.rq the two doses with respect to rectal temperature. Although there 
wtAtrr.iTxlstux cxlcts cone clear differences between single end double coses 
when population ^ueans ere. compared, there also exists a significant positive 
correlatlonibatveen Increasing dose size by body weight and increasing drug 
effects** That is, within the single and double categories a graded drug 
effect Is found which should be considered in anjr treatment regimen* 


twtrtnwwortti 

CooiKtr now ton cvb^iIiobi tetvtn iln|li and dokibl* dote* on 
Dm various Mtigtii recorded, - l l* 

■ - Butt rcto' (101) tapes with ths subject in tbs eupiao "position increased 
about It with a single dose, M with a double doss, and 6 OX with a Sint Is 
* doss plus 35*C/9GX ralstlvs h<;aldlty. These increases ara with respect to 
baseline rates at rooa teeperature and hualdlty. Standing heart rate Increased 
s Us about SCX with a single dose and SOX with a double dose. Under 35*/SC" 
conditions steading MX increased 75X niter a single dose. In general the 
aCiect of a single disc of BAT on heart rata under 33*/90X conditions was to 
produce aim K?.e SOX higher than when no drug was given. Only one subject 
was tested in the beat chanber with m double da a dose. The subject request id to 
taken out of the chasber shortly aiter the Injection. He coaplalned of net 
being able to breathe. He was reoovad as he appeared to be byperventlllatlng 
which ttayxksvaxbsr.s was probably oore an eootlonal reaction than drug effect. 
Once recoved froa the heat chaeber the subject's respiration and UR dropped 
skarpty* to only ooderately elevated levels. 

Blood pressure (CP) after either a double or singlo dose shoved only 
a slight Increase during the first kO Bin. followed by a slightly depressed ... 
level 8-3 his after the injection. DQOCmXdKX ' •' •• •• 


'• . • Pupil tiie (PS) increased only 1-1.5 a over nromil following either a 
* . ot^tlpglt.dptt,, vP v . vs; e. ,/%• V ,/>.* :•*' * •; • -V * -T . -* Si 


Visual acuity (VA) k.t*xisfi£x*d decreased sfcrrpl;* after either a single 
or double doto and then ieproved slcvly over the next 12 hours, the decrcract 
vat shout X2*X££ 15-POX (slightly core for ths double dost). Most subjects 1 
tyts feaoma becaot injected uithln elnuces following the injection* Black 
.subjects setosd to have. oore pronounced ocular injection. 


Humber facility (UF) perforoancs dropped 15 and bOX within 10 oin. 
fallowing single uU and double doses, respectively. IXK&i 

.due Return to baseline took about 2-2 1/2 hrs regardless of dose. Some 
of the decrement on the KF is attributable to aha visual iepairoent. H>st, 
however, see os dus to ths central effects of aha LIT. a 

* 

. . Tins estimation (TE) performance dropped 20-** QZ after a single' dose with 
res return to baseline requiring about l-l 1/2 hrs. After a double dose, 72 
* drdpped 75- 9 OX and required nhsutlonger that than k.% hrs for recovery. 
Treatment* with physostlgmin* was nost effective zxtstx 1 hr after dostoCiven 
30 oin aiter doss ths »xi treatment effect was not as complete. 

Vigilance performance dropped only slightly after a single dose for 
vest vuhjcntxs subjects. After s double doss error rate was about 100X with 
teas recovery at h hours after dose. Treatment with physostlgmine reduced 
error rata to raarxftx near zero within 3-5 Canutes. 
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Calesniek, B. ; Christensen, J. A. end Richter, M. Human toxicity of various 
ox Ices, Archives of Environrental Health. }£, 599-60$ j 1967, % 

Chronic study of l?. 5-33.2 sg/kg THSkCL^ was given to il subjects. Host 
cotnaoo complaints were of gastrointestinal dlscorciort: epigastric pain, 
abdominal distension, diarrhea, and weight loss. All toxic symptoms 
developed approximately 6 vk after continuous administration of drug. 

In 8/11 it vas after 1 gn/day and for 3/11 for 2 ga/day. TM3-U is 
6-10 titles norc toxic than 2-PAH CL. 

6 hrs after 4 gn p.o. TK5-4 CL^ - a decrease in systolic and diastolic 
blood pressure. Ko significant changes occurred In the ECG though blood 
levels of 2-3 ug/sl appeared in the blood between 2 and 4 hours. 24 -hr 
urinary recovers* rater/ vas 30%. 30 eg /kg i.v. resulted to blood pressure 
decrease about 2 hours after injection. Urinary recovery rate xcxr.X (2b.hr) 
for i.v. vis 96> ir.d for i.n, was 347,. 77/*. 6* * . 

Kctchun, J. S. ; Side' l, ?. R. ; Crowell, E. B, ; Aghtjenlan, C. K. ; end Hayes, 

A. I!. Atropine, scopolf.nine, and ditran: Comparative pharmacology and 
antagonists in ran. Psychorharr,»cole: i a (&erl .) 4 28, 121-145, 1973 

The findings indicate that there are no qualitative differences in the 
actions of these compounds, but there. ire differences in potency, relative 
central affinity, *nd tine course of effects. Effects of high doses 
occur in 3 phases: induction, stupor, del Irion. A disturbance in tiro 
percept len vrs the root ccmon * bnorr.# 1 i t y of the scr.^oriu.i. i!all w c ler.s, 
..dishr icr.tr t Ion,' and incor.crarce consistent lv appealed whenever KF scorew * 
fell below IG~ of baseline. The for tnis to occur vas ctlculated 

by probit analysis to be : 152, 20, rr.d 100 ug/kg for atropir.c, scopoW mire, 
and Dltran, respectively. 60 ug/kg phy sost lgc inc salicylate l.n, given 2 hr 
after 175 ug/kg atropine produced dnr-atic clinical ixproverent within 
15 minutes, Jts.y effect lasted less this U hr, Treatment with neost igrjlr .5 
produced n drerv.tic reduction in hzer heart rate but did r.ot affect l*? f::rcs 
Treatment with the phe noth ir rice tr(.r.;uUiiers, C chiorpror.-.clnft *nd 
perphenazine, potentiated the effects of the anticholinergic drugs. 

Only 17.8 ug/kg atrcplr.e needed to raise heart rate 30 b pm while 63.6 jig/kg 
required to lover NT score below 75% of baseline. * 

Long©, V. C. Behavioral and elect roenchepha.lcgraphic effects of r.tropine end 
cels ted conpour.es. Fherr^colcgjccl V.r vlrvs , IS (2), 965-996, 1965. 

» 

Atropine syr.otcnmtolcpy in r/*n: 0.5 m 3 - slight cardiac slowing; some dryr.^ss 
of the couth; inhibition of sweating. 1.0 r.g - definite dryness of routs; 
thirst; acceleration of heart; sometimes preceded by slowing; mild dii.'-tct for 
of pupil, 2.0 :*.£ rapid heart rote; p/.lnitet ion; rvirked xercstcmie; 
dilated pupils; some blurring of nesr vision. 5.0 mg all the above symrtccs- 
rjarko'*; speech disturbed: difficulty in swallowing; restlessness find 
fatigue; herder he ; dry skin; difficulty in micturition. 2 rg i.n. followed 
by bcttcry of psychological tests resulted in nvrr.rj-.ti rain characteristic 
tc V 2 * : rtr.r arir.j :£ attention." For b-:r.-c tyciv.e 5 r.g p.o,* or r-.c. ue.'vlt 
in 01 lm r -. .ruip.t c*^ r-.tnr:.. , iscp.tir: £v. ti-** 

assessors!, heavy lira feeling, alexia, drowsiness, snd hursts of Icugr.iiv. 

In f-nir.als anticholinergic drugs ( 1 ) little influence on discrete trial 

avoidance (2) disruption of instrumental and oderant rcvnrd rr.d ccr 

(3) aiv* r.fc li feetr en la^ rnir.tv;^ -::u (-) ien. ,r.ei.ir.£ cxiir.cticn ptrio- 

* - * * - * - ► - r * r * * 



. Hildebrandt, H. Combined antidote therapy la enlssU poisoned with tebun, 

S»rin, rnsd and Som*n. Arch tv. Fh*rn*Kol. ( Pharmacology Archive c )i 263. 

*S£9 222-223, 1569, | 

Rats were ch-lleogcd with the # lV.ylpho«ph*tts s.c. ond the- antidote vtt 
tdclnlstered i.a. I sin. later In Injection volume of , 1 el. The LD- 0 
for Tabun, Sarin, end Soman vat, 1.65, l.l6, and .75 u Kol/fcg, respectively. 
Obldoxlee alone In 10 or 50 u J^l/icg yielded a naxloua FR of 1.3. 

The addition of 0. t, 1.0, or 10 uKol/kg of atropine to obidoxlne yielded max. 

. ? .PR* of 1.5 (Tabun), 6 (S-rir.?, and 1.2 (Soaan). Ey adding C3053 and 

trlf luproeailr.e (max. 30+3 uKol/kg) achieved nex FRs of 22 for Tabun, 

30 for Sarin, and 1.7 for Soman. Kotor cramps could be elioinated within i 

1-2 oin. even if they are fully developed. : J 

Back, P, »nd Hildebrandt, R. J. On the reactivation of acetylcholinesterase. * 

Titrixetric studies on homogenates of brain and on plasms after inhibition 
in vitro with Tabuo, Sarin, r nd Soman, Archlv. Pharma kol. ( Pharrvtcolctry 
Archives ). ?$3 . 261-262, 1969. j 

. § 

The reactivating effect of oximes on alkylphosphue-inhibitcd ecejtylchol ii.rster 
can be nore reliably determined by reens of sutcvstlc electrometric titratiers 
than by cleans of spectrophotometrlc and ranometric /methods. 10'^K obieoxim* 
can reverse Ar.tlCnE effect of Sarin (CT less then 10* K) to 507. of control 
• v w activity. Similar conditions hold for Scr in- inhibited plasty ChS. After 
Tabuh Inhibition,’ react ivet ion occurs' in brain homogenate following 
obidoxire only if enayce activity hes drooped below 23Z of control, No 
react iv**t i^n vas obtained in plesr*. After Somor* limited reactivation occurs 
if Soman concentration is sufficient to block 93h of cnryr.se ! ut vhich 
docs not permit t. surplus of Soman. Soman- inhibited CXEX plasma ChE cannot - - ■ ; 
' ,v - ■ be reactivated. - • *•*•:..**. : . *^ ... *. . j 

.Sldell, F. R. ; Aghajanian, C. K. and Groff, V. A, .The reversal of anticholinergic 
Intoxication in mar with the cholinesterase inhibitor VX (3 7670). Proccf 6i ur.s 
-^um-^g. bf-. tho Society for Exncr irar.tal Elolor.v and Medicine, lhb. 725-730, IS 73. 

• * ’ * :•*' /- '• '* • f 

Secondary purpose of study v?s to investigate the effect of an oxime on 
the antidotal rctlvity of the rntiCr.2. If the oxfne crosses the blood- j 

brain barrier, it should be able to interfere with the antidotal effect * I 

of VX on anticholinergic intoxication, (2k ug/fcg scopolamine). A 15 r^/hg 
dose of 2-PfttJCL after VX felled to alter thorpeutit effects of VX which 
within minutes produced dramatic clinical improvement -r.d persisted for 
* dotation of scopolamine effects. P.ed cell ChE of VX-xlone group was 317. 
of cor.£gblit*tb£g for 2-FAM3L treated group was 75-80". Shis The oxime 
was iTuimrnvu to have only limited prophylactic value against AntiCkS 
• intoxication. 

Vojtechovshj, M. ; SoukupovA, B. ; and SafratovA, V. Psychotropic properties 

of the cholinesterase, reactivator TKS-b in healthy can. Actlv. l?erv. Suoer. 
(Praha ), 12, 3, IS70. 

t 

250jsg._i.n. T13-U SIP FA given to 22 healthy volortccrs (university students). 
Only 3 rvrptcus reported: nu:.b lips, presrure in cars, ur.vfual cuthr.e:.»$ 
feelings. Kood syrpton rx was jitter inesr. Signif icsnt increase in 
power. Slight but significant increase in heart rate, slight decrease in 
systolic but r.ot diastolic 5. P, So changes observed in pupiilar resranse 
or simple ar it kneels txst task utx or test of eitcnticn. No sigr.if iccnt 
C b*xh Changes on ronton Test. Ward iluaucy Test, Fisher's uody Ir.sjLght 



Hicvlch, R. E. Biochemical and neurophysiological actlcn of psychosct Ive 
drugs. In Vhr and J. C. Killer (Cds.), Dmi ar.d Behavior . Ktw 
Yorks Wiley b Sons, I960. Pp. lit-SS. 

Ben*ctyilne has been celled an/ anti phobic drug because it t% reduces 
abnonotl fears and lowers ecotional reactivity to stress. 

Jaeobzlner, H. and R-ybln, H. W. Parathlon polnsonlng successfully treated 

with 2-FAK (P* pral ldoxlce chloride). The Hew £n*l and Journal of Kedicir.* , 
265(9), 105-137, 1951. 

2*FAif Is potentially valuable for treatment ©£ chemical warfare casualties. 
An effective antidote to anticholinesterase poisdning has to react with 
the jVSosphory l ensyr.e f-ster than that er.r.yce reacts with water; i.e., 
one that could be absorbed right tit on the jhosphoryl enryse ar.i 
dephosphoy late it. Combination of 2- PAM en*J atropine were found effective 
against praoxone poisoning. 

Kenb~, T. ; Roltc. C. T. ; Jackrel, J. and Crob, P. Poisoning due to orgenophos- 
phete insect ic idesc- : Acute ar.d chronic r.rnifectf t ions. The African 

% * * . Journal of Kadlcir.c , 50, t7l*l;92, 1971. . , .. 

Prelidoxine ic effective in reactivating orgaaophosphate- inhibited 
chcl inert erase - 1 the cholinergic synarr-es, Inclurirg the CHS. Crgano- 
; ..phospates are powerful inhibitors of£*rboxyl ic esterase enzynes, including 
acetylcholinesterase (tree chol incstcrare) „r.d pseudcce.iiincsicrasc. 

. In o**n oost cholinesterase in the nervous tissue end erythrocytes is 
acetylcholinesterase, whereas in the liver and plasr a it is izostly 
. .. . pseudothoi incstcresc. Inhibition of these cneyr.cs by or genophos; hates 

is a result of firn binding of phosphate radicals of the organs* hosphatc s 
;*’ vto the ective sites of the encysts, forcing phosphoryloted cnzyr.es. This 
results in accumulation of acetylcholine ct the synopses, which initially 
stirjletcs, then paralyzes tre nsnisslon in cholinergic synopses, sparing 
V- .. adrenergic synapses. The cholinergic synapses are the CHS, sor-otic 

nerves, ganglionic synapses of cutonozic nerves, perasyepathet Ic nerve 
-endings and' sore sympathetic nerve endings, e.g. : , sweat glands. 

The e»jor pharr-ncologiz action of- pralidexlre Is to react ivctc by 
jrcaoving the phosphate group bound to the csccrctic site before aging 
of the^ binding occurs. PraLicoxire is 'not expected to cross the blood- 
•brain barrier since it is a cuaternary anir.e. The evidence to cr.tc is 
ccxrxxilictr.ru conflicting. The toxicity o: prelidoxine is relctivcly low. 
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Hass, C. and J*cobitn, E. Ths effect of benactyiir.e on the ’electroencephalogram 
in cun. Acte P»rr»c olcgica ct Tex it ol or. ice , 13, 125-13*4, 1957. « 

- i 

Benactyxln* In 3-10 sin. after s.c. dose of 5-6 sg produced desynchronization 
in the a-vaves vlth gradual decreese to amplitude until fhe Q-vtva dtsespsare 
The EEC changes occurred simultaneously with onset of subjective syrpter is 
usually consisting of heaviness in the limbs and blocking of thoughts. 
Benactytlne did not reduce response to photic stimulation, end in a third of 
subjects the zzpx response v*s oarkedly increased. A single subject received 
12 ng s.c. Pul si r> t o increased from about SO 7 sin. after the dose to s'-out 
J0O bpn at I0> oi.i after the dose , a # fter vhi'h the heart rate graouell* 
decreased tio r.orr^l. The subject reacted as nnm having aoderttely strong 
entichol incrglc symptoms. Kone of the subjects at the low doses repoted tr.y 
anxiety feelings. 

Revcntlov, I. The influence of bcnactyzine on learning in cats, Acta 
Fharpaco1o?.ir» t t Tox Icol or lea, l6. 136-143, 1939. 

Attempted to f-cilitate Ss* learning in the )!-oscrr^n technique by using 
**“$ bcnactyzine (1 tog doses). It was observed that bcnactyzine does not • » v 
specifically affect "condlti ©netf" or "insightful** behavior per se 
but does seen to be ber.cl ici.*.l xi>:t he to perforrvjr.ee if it is inhibited 
. . by emotional factors. 

‘f r**'. * . • . •••;*. .. . * * .• . • • *. .. .. 

Chltov, Ye. Y:. The effect rv'gneslura sulfrtc in combination r.x with 
tr mo.uil izersof cerebral bioelectric and chol int sterase activity. 

Fara-kMor iy * 1 Tohsiholoaiya. 2S(1), 13-17, 1965. 

Kagnesiun -ctivrtcs cholinesterase vhile other narcotic?/ substances 
suppress it. Ch tor promazine produces a significant depression in 
cho) ircstcrase. relieved thet cn excess quantity of acetylcholine 
produces. change* in the EEC typical of cortical st ir-jlet ion. 

Rabbi used in the study. Ar.lxyl (bcnactyzine) and diaphen in 
hO cg/kg doses and chlorprcmz ine in 10 rg/kg dose given s.c. IC'^aftc-r 
.5 g/kg dos'e of 23?. magnesium sol fete solution s.c. Determined that 
Simultaneous injection of tvy.r.csium suli;te with tranquilizers incrcas--* 
tits narcotic effect. In rtts it vrs observed tknt both r^gnesiur, end 

bqntctyzinc cctiva.te ChE end test thexs their cor.bicaticn activates 
.ChE ct the corn c*i the two separately. • 
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Jacobsen, E. and Sor.n*., B. The effect U benslllc acid diethyl aoinoethy letter, 

HCL (benKtyz(r.e) on stress* Induced behaviour in the r>t, Act* Th* col crir ». 
tt Toxttolciio , 11 , 135*147. 1955* 

Used rets in shuttle box in signalled evotdance/escepe task. Most anise's 
were tested under drug conditions severs! tires end little Clthin subject 
variation vas ol served. There was tuch variation between subjects, however. 
The lack of within fubject variation over tests suggests no tolerance or 
senfritizat ion to uensctyzlnc. A species difference in sensitivity to bencctyzi 
vas observed. The drug seeded to increase the mirher of conditioned re&pcrres 
in anloals not yet fully conditioned. The ruin effect appeared to be a 
diminution of tit fear of the cotair.g stimulus and net just to an influents cn 
muscular tonus alone. The drug docs ^.ot appear to affect learning ability. 

It seen* that benactyzine effects increase with development of the nervons 
system. , 

Hoi ten, C, H. and Some, E, Action of s scries of fcor.act it Ine^ derivatives cn. 

other conpounds on stress- induced behaviour in the rat. Acta rh*r-r zc lz?-. :t 
et Toxitoloric* , 11. 148-155, 1955. . 

Used a shuttle box, rats, and, a signalled avoidar.ee/cccape task, ber.aet Icire 
was observed to be 10 to £0 tices xtrungcr oorc effective than atropine and 
about 1/20 fchsxxx as effective as scopo? erinc. Tended to'V.ofr^Htci: *' the 
attitude ari bchevlcur of of the rets. of the rr.ino «.rvu: 

removes all act ivity ,(*»). All the bcnactyzlne derivatives effective in rets 
verc also xib able to nr-ts*' izt the beahvior of cats. • * * • 

* •* * . ■ - e , \ . , . • . . 

Hess, C. and Jacobsen, E. The influence of bcnactyzir.c on react ion- tin*. Act * 
rh»rr.scc>1 cgfca cfToxiceln^ica. 13. 135-141, 1957. 

‘In a test in conjunction with, ESC, recording, using burtons, Zi 5-6 rg s.c. 

A react ion- 1 ire test administered 20-40 rin. after the Injection; Subject 
wrs Instructed to pull - lever through r.r^ir^v.K'jKii a T-shspcd opening 
. . *• .-at the sound of * bell or a buzzer. At the T Junction the subject vrs to 
pull the lever loft or rxgth right depending on the stirrjlus. Reaction 
‘tires rnd error scores verc measured. Generally, an incrccse in reaction ti*? 
vr s found following the drug injection. However, the Increase vns alroc-t 2^:2 
glv*ys connected to only one stimulus or the other which suggested that 
the subjects verc f crxir. focusing their attention to one of cither ftirrjli. 
Xcnpctyzine did not -pperr to n&ke the subjects sleepy. •• • 

♦Kehlct-5tor.ro, ll. Act a Fsychl-tric* Scsr.tUnavlcn. 30. 721, 1955. 

Used human tubjects, 4 r.g s.c, benactyzine had little or no observable cffc-c*. 
on ability to subtract, to do puzzles, to associate or to rake abstractions. 

♦Bjerncr, B. Act* Physiologic* Scmdtnevica . 19. Supp. 65, 1949. 

studied benoctycino ar.d slccp-depr ived subjects. 
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lukihin*! It, J. Tht effect of benactyzint on the activity of! cono-aiee oxidtst 
In the hr* in and liver of k the cat. Federation Proceedings. 

19$). . : 

Etmctytlnt (10 eg/ks l.o. ) decreased KAO zcJfcxiar activity in the 
dienceph'lon end the liver of the cat epproxlisstMy 20t, while It Increased 
xpxs* pproxitaately 2CZ in the visual cortex, 

/ - 

Colikov, S. SI. end Pcchenkin, V. k.+2% A study od the penetration of the certain 
, cholinolytic drugs through the blodd-brain barrier by perfusing the centra 
ventricles. Bulletin of Experir.entM Blolor: and Kedicir.e. 56(11). 12i3- 
i?5l, 1963. . * 

• 

Tested the ability of one quaternary (leckesine), and rvn tertiary 
(atropine and bcn»ctyzine) chol inolyt les to pass kt through the blood-brain 
barrier. hats given h sg/kg of each drug. Keen concentration in the perfusion 
ves 9 ug henactyzir.s, U.6 pg atropine, and 0.0 pg lackesir.e. 

Vojt&liov.fcy, M. ; Crof, St.; V'tefc, VI.; .nd P.y*/nck, X. Klinl*$^ und * 

- mochcmlsche studic der zontrclcn chol inolyt ica, insbt&ondcre der 

henactyzlns. (Clinical end biochemical study of central chol Inolyt ics, with 
**'• •* ‘special attention to bcnoctyzlne). Acta PsveMrtr ica Scar.dln»vica.l0(3). 
219-233, 15&. 


Delirious h»Uueinetrly experiment*! psychosis v*c >roduced in tve 
\c lu.it >ry subjects by 15 and 25 izg bcnactvzlnc. In 1 subj :<“t 25 rg produced 
3 hours of delir:i:£i, folloving 11 ain. short vegetative ph«se. After 2s sin. 
nrssive disturbxr.ccs of perception, cany visual hallucinations. Oscillated 
between euphoria and fright. - 


.Jacobsen, E. and Skaarup, Y. Experimental Induction of conf lict-behavior in 

cats: The effect of sone anticholinergic compounds, Acta nnzrn.icolcr.ica 
et Tmxlcolcr.lca, 11, 123- 13U, 1955. 


Conflict behavior was induced using the Kasseroan technique (the c*t is 
exposed to e strong blast of oir approximately every ICth tire it puts 
its he*d into * hex from which It has lcrrr.cd to cxtrcct food. After 
about 20 experimental sessions the cet develops vhet is tcr.tarount to 
£xpar ir.er.tr 1 neurosis) which is rn *pproach-*voidt ace conflict situctlcr.. 
A series o: Vend lie ccid £c-.i 
ucitmir.e which cr.e was r.cst 
?ne ‘••dicthvirr.ir.octhyl dcriv 
of 1.5 -2.? r ~ ; e which 

valk around the cage. It vas 

neurosis vas the less the effect of a riven c’o«®. 


:.OSrSt 

er dcriv 

stives ver 

e tested to 


effvc 

tivc in 

•rorr.zliii 

r.g” the r.evr 
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alive 

yielded 
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CtttclWno, C. Effects of soce ant Ichol inergic drugs on water sate teemed 
behaviour in nice* Psychorht r-? colot 1». 91* 19H. 


found opposite effects for btnactyt ine cospared to atropine , scopol»cli *, 


ro B l 

»nd Pftr*x K in thisif effect on^wyer case beb*vl>r in ®lc «. £ £ S&'sJ 


Kiryukhin, V. C. The effect of centre! chol inoreceptors blocking on the 
actressive.-.ess of eale-rats with t varylrg level of sex horror* s. 
(Russ) F »r_r*y.olcoiv» 1 7 o^s typing lv* , 5kl-5kb, 1972* 


Treated mat* r,.ts for 10 dry* wltl\ 10 e-g/kg in testosterone-propionate. 
Ben»ctyzine rductd shock- induced agression in nornai end castrate r.%ie rsts 
but not in sbtrr rrts treated with the testostarune-propionatc. This was ta;/n 
to suggest thrt n-cl ol ir.orcact Ive structures of the bvein have significance 
in initiating agree ive bcl»*vior. 


Krylov, S. $. Kech»riiT« of 'atzyl (benactyzlne) rod dfphscil action on the 
br* in. (Russ) ► '•rvrV.ol^elya I Tc *:? cVoloriy* . 15(5), 529-533, 1972. 


Evidence that benactyzine not only blocks chol Inoreceptors but also 
releases noradrenaline from the synaptic vesicles* 


UetinV., J.; Krdina, V. (Furkyne Hedical tete^ten lns*5*ute, Slnkova k/k # 

llrrdec Kralcve, Czechoslovakia) The ccnparlfon of the effects of atropine i.r 
benactycir.e .n sor* structures of tl a lir,bfe systec. .*f tha tat*. /.cl lv 1 1 • n 
liervosa fierier f?:>hal , H(3), 22 1-2C2, 1971. 

fcoth r£oplne and* ben* ctyzlne vere observed to have xk an influence cn the 
i*ter>i>rcx dorsal part of the lateral septal nucleus *r.d the redial tepid 
nucleus as r-cas.urcd by afterdischarges in the hippocampus, ssygdala, and cortex. 

Smith, C. U. J, ; Uhr, L. ; Pollard, J. C. ; and Hiller, J. C. An exploratory 
study of the behavioral effects of Susvetll (ber.actyzir.e hydrochloride). 
.University of Michigan Hcdicai Bulletin, fcC2-^07, 195$. * 

Effects of acute administration of bcr.actyzine KCL cn driving, vision, 
and re*.‘ticn ti::e tests v.-rc studied in k groups of 6 patients each - 
obsessive forpulsivc, anxiety neurotics, reactive depressive*, ar i i.arr;il coftrol 
There vrs ;n indication of improved perforr-rore in the cbrcsslve co-pjlsives. 

Skila, 1. and La-acovl, V. Vliv Veaectvsinu na ealvdciri sV.rcci (Effect of 

benactyzii.c on g strlc sec re tier.). Cc y’.rsjor •: . >- f-frrc.y t* r. ! T * * •" . 
V vxfv*, 1 7 , 27i-27ij, 1963. froa rsyefcoph* r cacology Abstracts' > V > C ; , 

871, 1963. 

M-nu^lly asptrated gastric s — ^ e*. vere t r kar**f rort 9 r.sles ar.d 1 fe-*le 

give"*, I r j, b tvcfr.e * ' r-.c. (~Ji • 7 r“ : r- . : . _ — . C-r:r'c c.*.* 'll*' 

\i‘. t v.-.. .b ... /zi~ ic I . ^ . *.:y IZ 

of 1 c id i-C*. 1 1 corp/ risen v i*.h basal out gut. 


best copy AVAILABLE j 
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Jacobean 




Tn K. Gordon (•>§.), ?«ychocharT.ico\o»lc al 


Agtn^t * Ktv forks Acsdoiic Press, l$$b. vHapc* r c. | 

aSKiCTTZrrS * h‘ — it co.tridered to be on anticholinergic 
t Cert, it" "can to briefly described cs % peripheral anticholinergic, 
combined with % blockade of certain higher functions of the c:;3. It 
has r.o sedative or tranqu Hiring action* | 

First synthesized in 193&* lift pharr.acological action was first reported 
in \9 p$. ' 

The KCL fora cccurs «s a white crystalline povd^r vith a bitter taste, 
soluble in water, thlercforn, ar.d alcohol* Slightly soluble in ether* 

In aqueous solution, espcc* illy whan nlkalir.e, i^metyrir.o is rapidly 
hydrolited to bar.? H lie acid and d ie thyl&rJL noeth?n:*l. Tho tar/3 is seon 
in hsr.an serum in vmtro, 

LD^q in nice la approximately ICO cg/kg. Rabbits are.icilled with 1$ ttg/kg 
i.vT over 20 tec. 

.In H\j single doses up to CD r.g orally have been tolerated. Daily doses 
of W r.j giro r.ild cyanosis sr.d irrsgjitri ties of heart rate, h'o deaths 
fren b*ir.sctyiir.e have t?*:r r:*pcrted. 

i.iJLuUliCui wlun^ii uul^v 'Jvr~lur«iii0it 1 dizziness, 

thrif.ht blockade* ICor :.»l)y dc © r rot induce sloeo. Skin rashaa have’ boo.' 
reported. Ko blord eyeertsirs or liver replies tiers ?;&y* bean d2scrib:*d. 

? In doles of LC-TCD rg in ran it reduces the urinary excretion of S-I-1AA 
to zero, r as a moderate effect on notion sickness, Percentage of alpha 
waves in hur.an T.dl is’ diminished after doses of r,b:ut .C1-.C2 rg/kj ar.d 
after rlightly larger dct?s tha alpha wares diseprear completely. 7his 
effect is r.ot connected with loss cf consciousness. On the alpha waves it 
is icro effective than atvcpir.e and Ires effective than sceprlcr.ir.e. 

Kohktyo and other higher nnir.il 3 are rot •tar/sd" by ber.actycine. 

Sir.ple reaction tire is r.ot prolonged, Cs trained to react differently 
to ? auditory stimuli seomr-d to focus on one of the stiruli,* 34-£aa**&ALt 
-a t t h-I 0 rg s.c. or p.o. caused peculiar blocking cf thoughts. 
There vls a ter.ivncy to thirl, of nothing and spor.tf.r.ecus association of 
ide?s disappears. ?hero if a tendency to cverectimt© tin© intervals. 

Ko euphoria is experienced, A slight dl? r iness is felt. Pror.cjr.rcd feeling* 
of heaviness of the limbs, but no ir;p*.*u*~»nt of *-seular force can he 
detected. In met*: psychometric teste- no tr.nuer.ce cf ber.actyii r.s is found 
at 1-1 1 r.g. At II- :*g s.c. symptoms :.re mere pr:r.cu need. : m? 
ray b? vr.iblo to erswer even simple c; ::t ions, fevers rusculsr 
observed. At higher coses cc) iritis begfns to develop, and vegetative ar.d 
verbal response to erotic*!;— prove* King t y , . j 1 i , 

HEXACITrriT has a lev affinity for the trie cholinesterase ,erd less for 
the or z 1 ■Nehelin *r - * ** r a j -e • j * cv-'f •?? ?.n inhibit *c-* r ** 4 ^ ' , — ■* « - • • -»*-;• • .mr ’le 

cf • - c-:T : -' : y %: * c hyp ' rz-rir^T; -- > 

thtl l, cau;^.i :.-:leur, n: medulla ’. ere her ml/ influenced. The rycr; :ic 
effcit is about 1/30 that of -atropine. A local onset hen ic tffret las been 
cenc.rl 1 itvJ r *ir.!y cr. the vcrr.ea cf the raoMt. I he effect is the s*r.e 
erf*- cf ctceir.e b:t cf Ic.-er durciim. It has -re and no 


it sUl X £ is 
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ABSTRACT £U nw.V 1AB WLU.i i L t.\ „.< 4 t 


•>-; i r.. 


TWelvc volunteers participatco in a test to determine the clinical effects of combined Ir.rra* 
muscular doses of atropln* (0 8 to 1,6 mg), benactyztne <2. C to 7. t rr.g)4r.d TMG4 (39 to 7$ mg) 
Benactyzlne was administered alone and Ut combination with the atropine and TM54. Repeated 
doses were administered 1 week apart. Four men were given the drugs in high temperature 
(105* F) ar.d humidity (90^>. Heart rate, blood pressure (resting and standing), respiration 
Tate f ~v G P'N ar -rcrs.^.^c, • «il acuity, and cognitive function (Nr test) were measured every 

IS min for 2 hr, then eve sty oOmln for 4 hr, and again at 12 and 24 hr. The data have not been 
f completely tabulated but whet the highest doses of each drug were combined, the subjects' 
ability to function was moderately affected for a short pertoa (30 min); heat slightly worsened 
the effects. - '* 


rry. 




In the study to determine the clinical effects of combinations of atropine, bcnactyzlnc, and 
TM34 in man, 12 volunteers were tested to obtain control data. They received no drugs. %m 
Eight of the subjects were pi iced in a hot environment (95° i ? » 90& humidity) for 3 hours. 

Four of these men remained supine for the entire period while the other four walked on a 
treadmill at a rate of 3 mph for 10 min of every SO-min period (1 # hr total). The heart rat.-s 
and skin and rectal temperatures of the testing volunteers were recorded each 15 ir.in. Fo- 
. .'«•/. similar recordings were made before the walk, SmLnand 
lOmin after u.c walk suited, and 5 min after the walk while themei were 'sitting. There v^s 
V/ 'c, ar r.o effect or. be y ! ■ mperature in the resting group but the rectal temperatures of r.a < 
walking group continued to rise during the test (a mean of 101. 7° F at 3 hr). The heal ttno.d 
to elevate the heart rate of the men at rest and elevated the heart rate of *be walkers to a 
high mean of 140 trpm at the end of the last walking period. . . .y # .. .. . 

The remaining four men performed an operant task (time estimation and vigilance) for 
Hu m.ln on four different occasions to evaluate the level of performance over a long Interval 
Jjz .an rsdi*i?"n id state. TT |r y maintained an extremely high level of performance. 




Tests were conducted to observe the effects of a single combined dose of ben a cly z i *r c \ 3. 
atropine (a 35 in?), and TMB I (37. 0 mg) and to better understand its short lime course. Vo* 
wo.ir.tc.** « • /.**«.» rainw. for • vut 8 hr to perform a continuous task. The task was to csiuv 
consecutive od-scc intervals ard at ihc same time remain vigilant for a signal which ttashc: 1 
\>nu uciuui on an average oi once each minute. On the sixth test, day, the subjects were dost 
intravenously ar.d askH. :o continue the task. Subjects were tested separately for 60 cr 90 n 
each and kco: isolated Zioin most stimulation other than tint generated bv the task or their * 
n.ovrmcntS; They were observed through a one-way glass. The mean heart rate (ir.casv;\;' 
tturjsclry} i- eve:: ed approxi./.r.tely 10 fcpm at the height of the drug effect. Tne cliw ictuv v. 
finie enimaiion dropped between 20 ar.d 25f : during the first 30 min after the chug mixture w. 

u.J -.on began to in .?rove slowly during the next hour. Vigilance performance c 
rated 30,. i„ ,./o met b"t was hardly affected in the oiher r.vo subjects. Observed be; r.vio. ii 
not mc* . g r . th**. ^clirium typical oi an licnol metric drugs but written SJcuiVitv.*; 

1 1C - i: •— attoS thal had experienced some lialluc (nations and delusions. 


/ 
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MONTHLY VOLUNTEER REPORT r OCTOBER 1974 - RTP 12,25A 

Eight volunteers were used to assess the effects of single and double doses of 
RAT on continuous performance. A single dose Is 4 mg benactyzlne HCL, 1 rrg atropine 
sulfate, and 40 r.g TH3-4 HBR. Four volunteers received a single dose and 4 
received a double dose. Two of the 4 receiving the double dose were subsequently 
treated with 50 pg/kg physostigmine. The continuous performance test used Is \ ' 
referenced In previous reports. Briefly, It consists of concurrent URL 27.5” 

LH 5 N with feedback (a time estimation task*) and VI 1'slgnallcd avoidance tasks. The 
volunteers were tested Individually. The EAT administered l.ro. at the beginning 
of the test session.* Performance was recorded until the subject regained baseline pr 
flclency on both tasks or for a minimum of 90 min. Three of the 4 subjects receiving 

a single dose returned *.o baseline performance with!n the 90-nin test session. 

One subject, however, f illed to recover baseline. performance for 130 min. .The 
effects of a double dose failed to diminish for over 4.5 hours. Treatment with 
physosticjnine At either 30 or 60 mir.. after the double dose effectively reversed 
perfcrrar.cc" decrements with 5 m*n. The physostfgmine did not grertly influence * 

the* effect of a double dose of EAT on heart rate which on the average Increased 

.from 68 to 130 bpm within 17 min and then decreased slowly over about 3.5 hts 
to near, normal levels. Previous tests suggested that EAT has a much shorter duratioi 
. o f effect t han shown In this study. It may be that the continuous demands placed 
on the subject prevented or at least delayed the recovery of acetylcholine levels 
* thereby reducing synaptic transmission efficiency in certain areas* of the central 
nervous system. • . * • . 



Clinical Research Branch 


/ 



MONTHLY VOLUNTEER REPORT - OCTOBER 1974 -> RTP 12,255 


Eight volunteers received the BAT mixture 4 times Intramuscularly. 

The v olumes of the 4 solutions • are 0.5; l.o, 2.0, and 3.0 ml; the 
amount of drug was the same In each. Heart rates were recorded continuously 
for 3 hours after drug. The purpose was to establish which volume i 

(and concentration) produced the most rapid onset of effects. The 
study Is not complete and the data have* not been analyzed. 


FREDERICK R. SICEll 



Acting Ch‘ef, Clin Rsch Br 
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RESEARCH IASORA" *>:U ES 
03E..OCD ARSENAL 

EdCC«cK>d Aracnsl* Uaryltnd 21010 


QUARTERLY PROGRESS REPORT 


ySS^AECII PLAN: Number - 12*253 Report Date -30 September 

Title - Cl i nival Effects of Combination of Atropine, Beractyzine* 

. and t;*£< 


PRIORESS: Inclurtc aurary of each support contract. 


d on a Dr.l 27.5 IH5 schedule (with feedback) 
signalled avoidance (1-sec signs its* 

:;in sessions. Durir.c tre third ^D-r-in session 
c was dropped. In the nth $Q-nin- session 
ithheld tut ihoTRl interval s eAler.dao 
The 5th session lasted only CO r.ir. end 
sir*? as sessions 1 and 2. Session 0 was 
Z except t***T irr.ediatcly to the p* ginning 
b;ect was r*- v?n a $L r c,U* dose of T : .T i.o. 

;h telemetry equipment for ihl duration of 


Four volunteers were train? 
concurrent with a YT 1-r.ir* 

Interval) schedule In 2 S2- 
feedback cr* the l!.L schudu: 
not only was L21 feedtsefc w 
froci 27.5 sec to 57.5 sec. 
t.he test procedure* was the 
the Sfc. e as sessions 1 and 
of tbs test session each sv 
Heart rets v.av rcr.itcred *.;*! 
each session. 

. , « .1 *• , t * • * . * • * ■ ■ 

Over sessions 1-5 heart rate remained relatively stable. Cn drug dsy the 
BAT produced a T5:.' increase In heart ra‘c- which rote during the first 
20 r*ir. of the session, remained elevate d fer AO r.in and* decreased ' 
over the final 20 :.in. Withholding timing fecctsch during session 3 
produced cnlv a slight dreo in per former: fi while withholding feedback end 
effectively dcuhlirtr the C.U schedule ircduced afccut a 20:; r.san loss ir, . 



a tripling of vigilance error rate f rc~ 5*T to 15”.* Additional timing ar 
vigilance performance testing is projected to include a double dose 
of BAT and cls6 treatment wi th physesi ic-ine. 
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SUBJECT: Transmittal of Research Proposal 


SZ 61 ? I wwv 

V > T e>Aprl11 ^ 

f™*J era ftar/ £■(. 

il.« - *. r » 


HQDA (SGRD-DR) 
WASH DC 


1. The proposed -tudies contain some of the problems which have already risen 
from medical training and publication personnel in respect to an item which is now 
In medical supply channels, Wc have had a great deal of experience with both 
atropine and oximes and combinations of the two drugs. In addition, we have had 
a lot of experience with cholinergic blocking agents such as benactyzinc. Besides 
having a mild antihistaminic effect, it also possesses a cardiac antif ibrillatory 
action, both of which sliould be beneficial. The dnig closely resembles both 
atropine and scopolamine, the latter being our reference dmt| for both benzilate 
and glycolate compounds. We have studied over 20 of these compounds in man, 

2. Previous experience with the "TAB mixture, 11 which is tq.be supplied to the 

individual soldier for self-administration in two ComboPens,**' indicates that 
temporary incapacitation may result from its use if the individual had not previously 
been exposed to an anticholinesterase agent. The same may be said for unwarranted 
use of present autoinjectors of atropine mnv available. The present program is 
planned to study some of the ptoblems which may arise as a result of illicit use of * 
other drugs which may be available. « 

3. Standard operating procedures are included. They are revised when indicated, 
or new ones are written when results from animal pharmacological profiles indicate 
-specific* needs for safety evaluation. The use of the numerical facility lest lias 
withstood many years of validrtim the prediction of man's ability to perform certain 
critical tasks, both in the laboratory and in the field, 

4 . Suggestions for change or modification of plans are always welcome to the 
personnel who constitute our Mecbcai Review Board. 


* *yc* 


1 hid 

VAN n. SIM, M.D. | . 

Chief, Medical Research Dh/2^ ^ ) t 

Biomedical Laboratory ^ 

Research Proposal 





Research Proposal: The Effects of “BAT* and Other Drugs In Man 


Index 

1. Research Proposal 

2. Clinical Research SOP #1 

3. Clinical Research SOP **2 

4. Clinical Research SOP #3 

5. Clinical Research SOP #4 

6. Clinical ch.'rts of subjects receiving one and Hvo doses of "BAT" 

7 . Background dal a on drugs 

8. Manufacturing specifications of drugs 

9. Curriculum 'dMe of investigators 

10, Letter did 21 Jan 75, Academy of Health Science, Port Sam Houston, TX 
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Research Proposal 

r.ssFARrii wioiuTORir^ ~ 
us army ipzhwopo arnfna*. 

Edgcwood Arsenal, U»ryl»i)d 210X0 


i. research plak: Hunber - Date - 20 March 1975 

Title - Tl* Effects of "BAT 11 .and Other Drugs In Man 


E. AUTHORITY : 

a. PROJECT: Rubber - 1W762710AD25 

Title - Medical Defense Agalns: Chemical Aejents 

b. TASK: Nunber - 02 V 

Title - 


c. VORK UNIT: 


O. PARTICIPATION AND/OR COO JID1 RATION : 

a. MAJOR PROGRAM: 

b. ORGANIZATIONS:’ 

c. CONTRACTS: 

d. RKIATKP KKFEARCH 
PLANS (Numbers): 


4. INVESTIGATORS: Principal Investigator and all other personnel. 


i 

Nc r.c CrtdjC % of Tine 

Frederick AT Sidell, M.D. GS-14 20 

KHirscs 100 

Medical Ccrpsmen 100 

Clinica! L<;‘i lec'inlcian 50 

Ronald C. Petersen, Ph.D. CPT 15 


nhoetn it additional apace required tor any iteta. 
f**u>14-R .Vrrt 36 (?4"c 1 ot 5 p;tgv») 


o 
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JU ST I FICAT I ON’s Source of requirement and/or statement of problem. * 

The purpose of this investigation is to obtain information on the effects in man of the nerve 
agent antidole "BAT 11 when taken with common Illicitly used diugs. This is to partially answer 
a question posed by HSA-CDC. 

5a. Reference (copy attached) 

Nerve Agent Antidote and XM258 Kit 

Ltr did 21 Jan 75. from Academy of Health Sciences, Fort Sam Houston, TX 

6. OBJECTIVE: Y.hai is expected to be accomplished undi»r tht* plan. 

Information of value lo medical and paramedical personnel to be published in official medical 
memoranda and field treatment manuals. 


T. ESTIMATED TIME ItEQCiarb: 


8. APPROACH: 

US Army enlisted men who volunteer for the study after it has been explained lo thrnrwill 
be used as subjects. 

^ Drugs to he studied in co nbinattrn with "BAT"* are as follows: dextroamphetamine, 

» v /cobarbital, iacthyip!ien*:‘:«lc # titoepp.m, and aicobol. Two closes or each thug and two doses 
of ‘‘BAT" will he used. The low dose drug and lo*..* dose "SAT* 1 v*ill be sit died first; then the 
high dose drug - low dose “BAT," low close chug - high dose "BAT," and then the high close drug 
high dose "BAT." The doses of the drugs, which will be given ornliv, aic as follows: 
dextroamphetamine, 10 mg ar.d 20 mg; secobarbital, 100 mg and 200 imj; diazepam, 10 mg 
and 20 mg; and alcohol, 0.6 inl/kg and 1.2 ml/kg . Tire doses of “BAT" are the standard 
» "single" and "double" dose*. 

The general baselining procedure for the performance lest (The Number Facility Test) will 
follow Clinical Research SOP PA (inclosed). The study procedure will follcv.v Clinical Research 
SOP #1 and SOP #2 (inclosed) with th? following exceptions: % 

SOP vl, lie, Doses of test, chug v/ill be given orally and one hour later receive 

"BAT" by intramuscular injection. # 

% Ifd3. Subjects will he fasting. 

, III TU-rc will he i:o cr.lculalion of M£D :q. 

SOP ?2 Control and ;v» r t drug laboratory teste will be hematocrit, W?C, 

differential, complete urine analysis, lot-J bilirubin, SGOT, BUN, 
i alkaline phosjv.Masc with 2d-hr, 48-hr, 7-day and 1 (\ -day post drug. 

Subjects may be retested to serve r r . their own controls: i.c., lest drug alone or "BAT" alone. 
Wlicnevei Uio drug and "CAT" are given in cotr.binr.Ucn, the 14 -day Interval laboratory lest 
results will dcteimii** the frequency oi repetition cl combination studies. Two or four subjects 
will be used at each dose combination. 

• / • 

x * sinaic' case O: . V: i(. ; vx ' > : /i. w, v.j of TV.B' : :.! 1 : : 

atropine S’JLtc. T is l f 5-b:s-(?yrldiiirim-«f-aldoxime)prupane d '.bromide. 

5":v;A-il for;.* 30 f?.-c 2 «.S 0 :.r) ^ 


/ 
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The parenteral drug administration will be by a physician. The oral drugs will be 
given by a physician or by nurses under the close supervision of a physician. 

Tire Number Facility (NF) test, one of Moran and Mcfferd's (Moran, L. J. and 
Mefferd, R.B.: Repetitive Psychometric Measures, Psychol. Rep. 5, 269-276, 
1959) battery of repetitive psychometric measures, is a scries of addition problems, 
each consisting of three randomly selected 1 or 2 digit numbers. The score is the 
number coircctiy added within a 3-min period. The score is expressed as a percentage, 
100 times the number correct divided by the baseline score. 
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FUNDS REQUIRED; 
t. Contracts - 

i 

Research 

Service 

b. Transfer to other agcnclos or laboratories. 

c. Travel. 

« 

10. SUPPORT: 

a. FACILITIES REQUIRED: Other than those available in Branch. 


O 


b. EQUIPMENT AND SUPPLIES NEEDED: Estimated Cost. 


c. ANU4ALS: Species, numbers, and when required. 


11. SAFETY PRECAUTIONS: 


12. APPROVAL: Signatures'* signify approval of task plan hs submi^ttl. 

rr>rnrrmrir d cir%m i m n %/am i« cm n a ^ 'amiAi r. /* nr 


FREDERICK R. SIDELL, M.D. 
Pi i uc i pa I Invest ifj^lor 

S .1 . / <7 ; " 

Jv> i £ A't'rCCCj 

FREDERICK R. SIOELL, M.D. 
Acts. 15 Branch Chief 


VAN M. SIM, M.0.{ /RONALD C. PETERSEN, Ph. 
Division Chief Cc~invcsli(ptLor 


f/i v ./, (<:■ CL„ 

C, C. i/cCLUR.’;, M.D, , 
Director, BijuieJicai Laboratory 


ro:r. ?C (I\igc 3 c.-f 5 pages) 


/ 



805 


RESEARCH rn\M NO, ; 

i 

• • • 

13. MEDICAL VOLUNTEERS: Requirements, with dates *nd duration, 

100 - 150 volunteers; 10 per week for 6 months. 


14. RESPONSIBLE PHYSICIAN: Na«e and telephone extension, 

Frederick R. Sidell, M.D., ext 3393 

V i 

15. SAnrrY nir^VJ nir.:rx '5: Tor rafety of nodical volunteers. 

Physiological inonitorincj ct|ni piiicnl and appropriate antidote (e.o.# physosticiminc) 
will be on hand. 


16. 


APPROVAL: Signatures' ,*£nlfy approval of the Medical Board, 

, tY 

FREDERICK R. SIDELL, M.D. 


Responsible Physipi^n 


FREDERICK R. SIDELL, M.D. 

Acting Chief., Clinical Research Branch 


VAN t>. SIM, M.D. 

Chief, Medical Research Division 



C. C. McCLURE, Iv'.D. 

Director, DiOnrCdsCwl Laboratory 



Protocol 


"lV’ Subjects to report to the ward at 2000 hours, the evening before the study, 

2. During the evening: NF (Number Facility test), HR (heart rale), BP (blood 
pressure, PS (pupil size) limes 3 at 10-minute intervals. 

3. Fasting past 2400 hours until 3 hours post drug. 

4. In a.m.: NF, HR, BP, PS, R (respiration) times 3 at 10-minutc intervals; 

T (temperature ) times 1. 

5. Will have (In*-., orally et time 0 ("zero") and dng intramuscularly at experimental 

time 1 hour \ 

6. Testing: NF, HR, BP, PS, R, BCL (behavior cli^r.k list) every 15 minutes 
for 3 houts; then every 30 minutes for 3 hours; then every hour for 4 hours. 

T every hour for 10 hours. 

7. Laboratory tests as follows <1 control ,-24 hours, 43 hours, 7 days, and 
14 days: hcmrfocrit, Wl’C , differential, urine analysis, BUN, alkaline 
phosphatase and SG0T. 

8. To be discharged on physician's order not sooner than 24 hours post drug. 
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SOP #1 

Biomedical Laboratory 
Mcd s cal Research Division 
Third Revision 


PROTOCOL FOR MINIMUM EFFECTIVE DOSE STUDIES IN MAN 

I. , Introduction 

The object of this protocol is to outline the procedure for detennininy the minimal 
dose at which the effect? of an agent (drug, chemical, or compound) can be delected in 
50% of the subjects studied (i.c., MED^q), In general, this consists of testing 
increasing doses of an igenl on small groups of subjects and recording individual respond * 
in an "all or none" manner. Thus, the percentage of subjects showing a positive response 
to an agent (according to pre-set criteria) can be determined at each dose level, and th: 
dose (with confidence limits) at which 507> of the subjects respond can be calculated by 
probit analysis. 

Primary concern is given to the incapacitating effects of agents tested, but all 
readily measurable physiological and psychological effects should he recorded and 
analyzed. 

II. Methods 

A. Selection of subjects : Subjects selected for testing should be free from 
any significant physical or laboratory abnormality and should be from the volunteer popu- 
lation designated A or B after psychiatric and psychological examination. Where the 
primary effect is expected to be physical and not mental C+ subjects may be used at low 
doses . 

B. Variables to be studied : 

1. The performance lest found most useful is the. Number Facility subtost 
of the Texas Battery. Determination of the subject's orientation to time, plate, and 
persop and presence of hallucinations er other mental disturbances should also be noted. 

A descriptiog of behavior should be included when appropriate. 

2. Important physiological variables arc the blood pressure recorded in 
both the supine * nd upright position, resting heart rale, pupil size, axillary loa’.peratin*', 
respiratory rate, and a symptom review as directed for each drug by the physician in charge. 
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C . Determination of doses to be studied : 

♦ 

Doses arc calculated in a geometrically increasing scries. A typical 
schedule might utilize a slatting dose of one microgrant per kilogram. Subsequent 
doses will be derived by increasing each previous dose by 40% increments (e.g., 1.0, 
1.4, 2.0, 2.7, 3.8, 5.3). When the approximate IviLOgQ is approached, half- 
increments (about 20%) a:e used for closer approximation. The half-increment can best 
be determined by taking the square root of the product of two adjacent doses (e.g., 

2. 0 + 2. 7: 2. 0x 2. 7 = 5.4 5.4 = 2.33). 

D. Conduct of expe riment : 

1 . Baseline measures must be obtained for i-ach subject according to the 
procedure described under Testing Procedures (paragraph E, below). 

2. Subjects should be assigned to tlie lest area during the day or night 
prior to testing in order iO provide a period of familiarization. 

3. Nothing by mouth (NP0) except water for a 1-hour period prior to adminis- 
tration of the agent. A light, low-fat breakfast (no egys, butter, bacon, sausage, cream 
or whole milk) nay be administered at least 1 hour prior to the start of the test. 

4. Following *;>!inislralion of the agent by the physician, subjects will 
be observed continuously by medical personnel for at least 24 hours, and thereafter, as 
long as specified by tire responsible physician. A quiet, secure area, at comfortable * 
temperature and humidity, will be provided during tins period. 

5. Beginning at a desionated time following injection of the agent , subjects 
will individually receive a measurement battery (described below) at prescribed intervals 
for a length of lime specified until complete recovery from the effects of ti e agent has 
occurred. The physician will decide when a subject can be released from the test, or 
whether follow-up test measures at 48 hours (and/or 72 hours) are indicated. % 

6. ' If practiced, subjects may converse, read, pfay cards, etc., when not 
undergoing test measurements . Coffee and cigarettes arc permitted in accordance with 
normal regulations, except tint smoking is prohibited for at least 20 minutes prior to 
tire measure * :«H of blood pressure and heart rale. Regular meals may be served during 
the test at the discretion of the supervising physician. 

E . Testing procedure : 

1. Baseline measurements: 

a. Perfc:*\:* ice tests: The K'F and other standard performance forts will 
be baselinci- accor; ing to eur * (i'.ccrduie for Using tin? Data Sheet). Ciker izsts nay 

be baselined according to instructions specified by tlie investigator. 
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* * 

• . * • b. Physiological mca$uiei;xnls: Suoirc k::art rate, blood piessure, % 

1 (supine andierecl), and respiratory ratfc will\>e recorded under resting conditions on three 

. occasions the night before the test and again on three occasions in the morning of the test. 
••If desired, this may be integrated with the numerical facility baseline testing, by allemat- 

• :fng NF and vital sign measurements . Subjects must be lying supine for at least two full 
minutes prior to beginning the measurement of the vital signs. A minimum of three pupil 

— size and axillary temperature measurements should be included among the ten sets of 
vital signs. The following regimen may be used for both baseline and experimental, 
determinations: 


(1) Place axillary thermometer under .ighl arm. 

(2) Choc!: pupil size with card puplMo'nctcr, With overhead light at 
prescribed setting-, have subject gaze at light while esJuate is made. Be careful not to 
obstruct light soqicc, 

V 

(3) Count hcait rate with subject lyi u; completely flat except for 
single pillow, with r.r »s at sides. Count full 60 seconds, then continue holding wrist 
and count respirations lor 60 seconds. 

M) Measure blood pressure in left arm, when supine and after 
standing for one minute, 

(5) Remove axillary thermometer and read . 

2 . Experimental measurements: After injection of the test agent at each of the 
times designated by the physician, the following procedures will be carried out: 

a. General:. With the subject supine, in a private room or quiet screened 
area ou the hospital ward, general questions by the nurse or technician will be* asked as 
follows: 


(1) How is the subject feeling? 

* 

'(2) Can he estimate what lime ft is, tell whether it is a.ni. or p.m., 
and how long he has been on test? If he seems uncertain, check knowledge of day, 
dale*, r.onlh, year, location, reason for being here, ability to identify nurse, doctor, 
other peisoftnel. 


(3) After being sure he knows he lias received an agent, ask what 
effects he notices, if any. If he notes nonc,*c?oes he feci perfectly normal? Check 
specifically for difficulty concentrating, unusual dreams, visions or voices, dry mouth, 
visual symptoris, muscular discomfort or weakness. 
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:t . . . (':) Inquire as to, immediate needs ex wishes of siibjccl. 

Attend to these, If possible , or provide assurance as nc'rssary. 

b. Physiological measurements: Done as described under baseline 

measurements. 

c. Performance measures: In a quiet environment with subject sitting 
on edge of bed and test material on Clipboard, administer the Number Facility test. Score 
test as soon as possible and tell subject how much he earned (when applicable). 


d. At least one comprehensive description of subject's appearance 
and behavior should be entered in the chart by the physician, nurse or technician during 
each time period. Additional observations, including verbatim quotation ol subject's 
remarks are highly valuable and should be made whenever possible. The results of any 
special examinations should be recorded. Ideally, the clinical record should be sufficiently 
detailed to permit the reader to reconstruct the subject’s activities and the course of any 
mental or physical dis'inbances from the time tire agent is administered to ti c time at which 
the subject is released Irom the test. 

III. Evaluation, Tabulation and Reporting of Results 


As each new drug is studied, it will be necessary to plot the drug response versus* 
time for each variable studied at each dose. This will determine the period of maximum 
effect of the drug and adoption can be focused cn this period dining future tests with the 
same agent or class of agents. The plots should usually be in terms of percentage 
decrease (or increase) of lire variable from the baseline value at each experimental time 
in hours. 


Since the results arc calculated in terms of "all or none" responses, arbitrary 
criteria have been selected (based on previous experience) as to what level of response 
should be considered as positive. These criteria are listed below and may be subject to 
change: 


1. for NF's, the average of the three lowest scores (taken from the* range 
of peak activity) must be below 75%. 

2 . For pupil size, an increase of 50% above baseline for two consecutive 

readings. 

3. For heart rate, a change of 397' from baseline. 

4. For blood pressure, a difference of 15 Hg systolic or 10 mm Hg 

diastoiic between iying and standing BP ! s; a change of 30 mm mj systolic or 20 mm 
diastolic from baseline in either lying or standing positica, or a change from baseline 
of 10 ! l ’; in r?m 3P i:i either position. 
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5, For tci ipcrature, an increase of 1 ,5 C or more (axillary). 

6 , Other parameters, i.e., presence of extrapyramidal siejns, may be 
used when indicated. 

For each variable under consideration, the posit vc response fractions and 
percentages are tabulated for each dose tested as in the following table: 

Agent Q - NF Test 


Dose 

Mo. of positive response fractions/ 
No. of subjects tested 

% 

1.0 

1 /d 

25 

1.4 

*2/5 

40 

2.0 

4/5 

80 

2.7 

5/6 

83 


The MEO 50 and the confidence limits arc determined by piobit analysis (method of 
Bliss preferred). This procedure will be done by computer. 

IV Follow Up Examination 

Psychological or physical examinations are to be performed as indicated at 
intervals following the test and all results entered in the clinical chart. 

Laboratory work .will be done as outlined in SOP £2 , 

Other examinations, clinical or laboratory, are (0 be done as indicated. 


70*026 0 - 76-52 
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Biomedical Laboratory 

" Medical Research Division 

Third Revision 

t 

LABORATORY STUDIES FOLLOWING HUMAN EXPERIMENTS WITH ORUGS/AGENTS 

The following procedures will be used in this Division to insure adequate clinical 
safeguards during diug/agenl studies. 

1 . As part of in processing each volunteer will have the laboratory tests listed 
in Battery 3 plus an EKG, chest x-ray and cholinesterase analysis. Those volunteers 
who are suitable for drug testing will have Battery 2 pins an EKG, chest x-ray and 
cholinesterase analyst. 

2. A volunteer receiving an FDA -approved drug, a lettered agent (VX, BZ, etc.) 

a numbered compound which h; s been previously thoroughly tested in humans (3580, etc,), 
a commonly used irril?.:! (CS), or mustard will have B?lie r y 3 at approximately 7-10 
days after the agent, 

3. A volunteer receiving a compound which is in the initial stages of luinnn testing 
will have Battery 1 at 24 horns and 48 tours (or the day the subject leaves the ward in 
the case of long-lasting compounds) and Battery ? at approximately 10 days after exposure, 

4. Chromosome studies will be done on all subjects receiving new agents and/or 
as many subjects receiving old agents as possible. This obviously depends on the 
capabilities of the chromosome study group and any drug studies are to be closely 
coordinated with that giOup. 

It is difficult to be specinc about the way in which these tests arc used. The foSowing 
are set as guidelines: 

1. After receiving a "new 11 agent (paragraph 3, above) no volunteer is to leave on 
pass until his 24- and 43-hour laboratory results have been approved by the physician 
responsible for the lest. 

• 

2. A “new" agent shall not be given to a second group of volunteers until the 
24-hour data from the previous rvoup have been appioved by the physician. Ideally the 
48-hour and 7 -day data should be available and satisfactory, but this is not always 
practical or possible. 

3. The next highest dose of a ‘blew” agent should never bu mure than 407* greater than 
the previous dose, nor should the next dose of any drug i* a study, unless the drug has 
previously been studied in ium'ians at the higher dose. 


v 
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4 . Each physician is responsible- for reviewing ml laboratory tests on his 
subjects on tire day lire tests are done and conducting and recording a proper investigation 
as soon as possible of any abnormality. He is also responsible for noting any physical 
abnormality that might be considered a toxic effect. 

5; A complete write-up should be made on each test chart describing any 
abnormality and the work-up performed to elucidate it. 

At the conclusion of the lest and follow-up period, tire physician should notify the Clinical 
Facility Administrator that the volunteer is cleared attd can be used on other tests. 

Ba t tery 1 - Albumin, globulin, total protein, henwtocri'., WBC, differential, ESR, urine 
analysis, SCOT, BUN, hiltruhin, alkaline phosphatase. Others (EKG, EEC, cholines- 
terase analysis, LDH, SGPT) may be added as indicated or at tire discretion of tire 
physician. 

Battery 2 - C. itery 1 plus BSP. 

Battery 3 - Hematocrit. WBC, differential, complete urine analysis, SCOT, BUN, 
alkaline phosphatase. 
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Third Revision 


DATA REPORTING 

The purpose of this SOP is (o outline the method to be used for identifying data from 
clinical studies and in recording certain information. Regulations require that all 
experimental data be recorded in a registered notebook. Because of the voluminous 
amount of data generated during clinical testing, this is not practical. Therefore, the 
following i..cthod will no used: 

1. Alf dosage data and calculations (dose, concentrations of solution, volume, 
etc.) will U* recorded in r- permanent t,pe notebook and signed each day of use by the 
investigator. At the exclusion of each project the notebook will be placed in the 
Division's data file. 

2. Each report resulting fro: i these data shall contain the statement "The data 
reported Ik; cm were obtained from l! :• clinical eases and chails listed below. A 
notebook containing dosage calculation is on file in the Mcdicr.l Research Division." 
This statement is to be followed by !l-r ease numbers of the clinical charts. If the 
subjects are identified in I he report by nmiais or omer inouiu*, these identify iinj 
symbols should appear with the case numbers. 

3. The clinical data will be recorded in the clinical charts in the usual way 
and for data processing 'purposes in a manner described in another SOP- 
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OUTLINF FOR USE OF SERIAL MEASURES OATA SHEET 

I. Administration of Initial Control Trials 


A. Procedure 

B. Enlcriivj the Data 

II. Initial- UtMi/nt ion of Subject for Drug Evaluation 

A; Administration of Evening and Morning Control Trials 

1 . Procedure 

2 . Entering tire Data 

B. Calculation of the Baseline 

C. Entering the Data During the Agent Evaluation 


III. Graphing the Data 
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PROCEDURE FOR USIMCl THE DAI A SHEET 
Serial Measures (NF-SC) 

I, Administration of Initial Control Trials 

A, Procedure 

1, Tlie subjects a»e ejiven 20 control trials (1-20). 

2, These trials aie given in groups of five H-S; 6-10; 11-15; 16-20). 

3, Each group of five trials is considered a session which may be 
conducted in a morning or afternoon. 

A . Norm/.lly, the four sessions would be completed in a period of two days. 

5. The lime between the beginning of one '.rial and the beginning of the 
next liial is ten minutes. 

6. To the extent tint it is possible, each stbject should start with a 
different form number. 

B. Entering tlv Data 

1 . The raw scores are entered on the form in order of trial number in the 
column designate*! "Raw Score. 11 

2. A small circle will be placed in the space provided which represents 
the score obtained for the l r ini. 

3. The form number which was used for the tried will be placed in llio 
column designated "Form Mo." 

* 4. The three highest scores of these first twenty trials will be placed 

in the space designated "Hi 3, 1-20" inlhc block called "A-Baselinc." 
5. Several copies of the form should be made at this time which will be used 
for the calculation of the subject's bascl.re for additional drug evaluation 
studies using this subject. 

II. Initial Utilization of a Subject for Drug Evaluation ^ 

A. Administration of Evening and Morning Control Trials 

1 . Procedure 

a. Tire evening (9 p.m.) before the subject is to be used for a drug 
evaluation he is prfminis'rreri tv/o men* control trials (21A-2T'A), 

b. The morning (3:30 a.m.) beroie tin? subject is to be used foi a 
drug evaluation, he is administered ffree more control trials 

(23A-24A-25A/. 
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2. .Entering the Data .. . 

* a. . The evening control raw scores and form numbers are entered 

in the appropriate columns and rows for trial's 21 and 22 . 

C: *:r; b Tl*c morning control raw scores and form numbers are entered 

in the appropriate columns and rows for trials 23, 24 , and 25 . 

* * • c. The two highest of the three morning control scores are placed 
lit the space designated "Hi 2 , 23A-25" in the block called 
"A-Basclinc." 

B. Calculation of the Baseline 

The first time a subject is used for a dmg evaluation, his baseline 

(A-Bascline) is calculated in the following manner: 

1, The information necessary for calculation should be in the block 
designated "A-Bciselipe" and is used as follows: 

a. Take the throe highest scores obtained on the fiisl 2l conliol 
trials (1-20). 

' b. Takc-the two highest scores obtained on the tfi.ee control trials 
given the morning before the dniy is to be administered (23A, 
24A, 25A). 

c. Add these five scores. 

d. . Divide these five scores by 5. 

. 2. The result of this calculation is the "A-Baseline" score. 

C, Entering the Data Obtained During Agent Testing 

1. The raw scores and form numbers will be entered in the appropriate 
6olumns inlhe large blocked section designated "AGENT TESTING. 11 

2. A small circle icpresenting the raw score for each trial will be placed 
1 in the space provided to the right of the raw score. 

3. Each of the raw scores will then be divided by the baseline score 

which will itsuU in a percentage score to be entered in the column 
designated *7* score." •* 
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III. Graphing the Dr-ta, 

A. Each raw score rr.ay be represented by a small circle placed appropriately 
in the space provided to the right of the "Raw Score" column. 

B. The circles can then be connccteo by a sc Sid line. 

C. Once the baseline is calculated, a dolled line can be drawn to represent 
the subject's asymptote of performance. 


/ 















Background data : Dextroamphetamine, melhylphcnidate, secobarbital, diazepam 
and ethyl alcohol are FDA-apptoved drugs and have been v/idely distributed and 
marketed . 

The mixture "BAT 11 causes tire following effects in man at a dose of 8 mg of 
bcnaclyzinc, 80 mg of TMB4 and 2 mg of atropine: tachycatdia of about 
110-120, xerostou ia, slight elevation of blood pressure (10-15 mm Ihj), 
mydriasis (1-2 mm increase), atoxia, mild to moderate confusion and mild 
disorientation j hal lunations may also be noted. 
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The drugs to be used: • 

' 1. Dextroamphetamine. Purchased as Dexadrine,® manufactured by 
Smith, Kline & French Co. 

2. Melhylpheimlalc, Purcfuised as Ritalin,® manufactured by CIBA 
Pharmaceutical Co. 

3. Secobarbital. Purchased as Sccorral,® manufactured by Eli Lilly and Co. 

4. Ethyl alcohol, purchased ethyl alcohol 20D proof, manufactured by 
Chemical Solvents Corporation. 

5. Diazepam is maihetcd as-Valiuui^ by Rocl.e Laboratories. 


6. ''CAT." ?>enacly*ine purchased from PI < Itz and Bauer, Inc. , 99.9% 
pure. Atropine sulfate, U.S.P., puichased from f.-eicfc, Inc. TMU4, purchased 
from Aldrich Chemical Co,, 99% pure. The filial solution contains GO mg TLs34, 
8 mg benactyzine, 2 mg atropine sulfate, 0.05°% ucthylparnbcn and 0.005 propyl 
parahen pci ml, in sterile v.niei for injection, U.S.P. Final p!5 was adjusted to 
3.0 with ltd *'nd the solution was filtered through 0.22 p millipmc filter. The 
drug v/iii lie sloicd in Sa:: 1 ** ampules ir. a refrigerator until use. 


0/?7 ' jto it -*t*A sf~ 

■ * JJu 
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C. McClure 

Item 1, Education and Training (continued) 

Fellow, Nat Cancer Inst, Duke Univ, 1953-55 

Fellow, Nat Inst for Neurological 01$ & Blindness, Univ of North Carolina, 
1958-61 

Instructor, Neurology, Ouke Univ, 1953-54 
Instructor, Neurosurgery, Ouke Univ, 1955-56 
Assistant, Neurosurgery, Univ of Tennessee, 1956-57 

Research Associate, Physiology, Bowinan Gray School of Medicine of Wake Forest, 
1957-58 

Research Associate, Biochemistry, Univ of North Carolina, 1958-61 
Assistant Professor, Biochenistry, Univ of North Carolina, 1961-62 
Clinical Instructor, Neurosurgery, Univ of Colorado, 1966-67 
American Board of Neurological Surgery 

American Board of Clinical Chemistry (Toxicological Chemistry) 
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CURRICULUM* VITAE 


Name : Claude McClure, Jr. 

Place and Date of Birth: Dungar'on, Virginia 

* • 21 November 1923 

Education : B.S., 1947 } 

M.S.. 1959 ) Wake Forest University - 

H.D. , 1950 ) 

Ph.D. , 1960 (Biochemistry) - University of North Carolina 

Post-Cr3duate Train ing: 

lntern # Sgrgery, Yale University - 1950-51 

Asst Resident, Surgery, Yale University - 1561-52 

Asst Resident, Neurosurgery , Du‘*e University - 1952-53, 1954-55 

Resident, Kcuroiogy, Duke University - 1953-5* 

Resident, Neurosurgery , Duke University - 1955-56 

Post-doctoral Fallow, Biochemistry, University of North Carolina - 1960-61 
Fellowships : 

. * Fellow, Nat Cancer Inst, Duke University - 1953-55 

Fellow, Nol Inst for Neurological Uis & Blindness University of North 
Carolina - 1953-61 
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Instructor, Neurology, Duke University - 1953-54 
. Instructor, Neurosurgery, Duke University - IS 15.-55 
Assistant, Neurosurgery, University of Tennessee - 1955-57 
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Assistant Professor, Biochemistry, University of North Carolina - 1961-62 
Clinical Instructor, Neurosurgery, University of Colorado - 1966-67 
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Medical Licensure : North Carolina anc> Tennessee 
American Board Certification : 

American Board of Neurological Surgery 

American Board of Clinical Chemistry (Toxicological Chemistry) 

Military : 

Staff Sergeant. USAAf - 1943-45 
Colonel, USA - 1962- 
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legion of Merit 
Meritorious Service Medal 
Bronze St a- 

Air Medal w/2 Oak Leaf Clusters. 
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Unto of Washington, 1931-36, U.S., Phamucoiogy; 1935-1940, M.5. and graduate work 
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St, Louis Univ School of Medicine, 1941-1944, M.D, 

Instructor in Medicii.o, St. Louis Univ School of Medicine, 1951 
Chief, Honan Phamrolor^ Pror.ran, Chenical Defence l;xperi»ental Establishment, 
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si^mep of tSe i p-n M) tl** uli tc ttf ifJr. 11 ; :e .• »**♦ 

lV AU l fun. ii' Mfsrjnci . ti'-eiu. li r »-s:.:c: 

kj» on *ile %t:k Sr DefAft^cn* cf lleAkk. a*: 

• rluie, OiiiHOj .«» 5«»ciu* !; »• :.’ti 

oi Mfiiit.. a«i "a.I«m»« urn*! imfincr.' i * it t u*.- 
ro.'siiiet it u imr* *ke froposcJ »:jJ: »s»rt *<? 

pro red Alts, tkit is Accepttk'e in !i« el i’ll » v s»e ass’.i* 
AScet *ei n it-tisri.t to tHu rf»ert •K*- ,, 4 *>» f*»«»** 

• lift the *if*ie J FD !**?. f}« #Jd;i»os to SftcniOi’s %orn>* 

oif?e re*oe*si: il.t> *o .r ’#i:.** itu nuiv.tk •'<•*'*' f>:w/ 

Av* AI» ,, J...'*» «rf!»ir .1 r T.*»f,' 
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vw.i. 


Indeterminate 


. CgU'Ht Of T*t »*3itCT tv)|tUNU»tl<tN.^,r,„„H..H'r<*< • tto tone •/ . .yere#**# <a«/e* a .ito«e 

•> a# *• Mln *. M ni* it* •*»*•••( *1 the m«*« c«mnteee m< Mitlnaii'.* *1 iM 

MMIWJ 


General cMnlcal phamacology studies to determine tl.e interactions of the 
drug TAB with such ccimonty used drugs as ethanol, tranquiliting agents, and 
various narcotic compounds, l.e., morph \ np , danerol . 


f a»t V*0:* l >«• IO U*<5C *■>»»*.-% »••* » *~f iO;iO«'d5 COs;»l 
INfCtilutTIONAl Oil ocah-t WI| HtCliM AhtioU Ol tHiil*. 

i lha ifaaie* *t ngettad u th# l «*ni.|» , a* *.»h I«l* 

Iam%«« ia«t)^4«|(ha ,iriii*.(al a>fii«|k<>. s ;M' e«* I*#* 


i:s» r # f aatf-**_w t A^nCMK TO tat* D«o*S iu« 
.1 1.TI6ATIOMAI omio 


i*Hi efiNt 

•'*:»*. iiar.if. 


(U»i 

. Ib«ia»«iii|ii*f ii ttqiitt In • 

d’»y«t<i *• ala iim^it %<•.*»* 4 <vi . im I wi-**. • 

Mi wet hf a*4 if the tli<wtal psaf.Jta'.n •* 

»*M#J a«i»ih<M«ita tetwm •• Uw a y an tai *».» «eati etyfljr 
ef th* de»|. 

. Th» .M*tH|a<*t it <t a«»y»w Mi ir «•*»•#.« ait««*'t 

«»*» *• e*eet*e i*|i|Mi it it'tii »tt MienaiiaM an! mMi 
dau s* rt ia«ai it the tiiMtcal fMitaatflaft. 

. ltMtrt,«ii|a<*iii *•*«•**#•• luwxtliliii e eyerie tear* tfeeaa i 
*ta te itiMMitl* fee ewllert.n* a*4 araba'ifif tto rrael'e. 
Mi free**'*** yrtytti »f«wi» a# ’he f *»J •« j > 4 ( M«ie<a* 
*1 Mttn.lt aset tltlti’ei I »*•». A*kf 

Mwrtt effect vVchisat iraianahti he»*#*r-ic4 aa taettl hy. 
•* aa yriaX t ia«iti V» . the ate* -diuy shall he ftyattai •• the 
ipMtar ptaaeMr. and if the Mxrae effect te alant.a, it shall 
to i»|>ad*i iMMiiaitlt An aJt|uaie re, wet a' •hi rlthicel 
fhaeratalefi etowM to funuthei a# tto eprataf atom, eft*a 
fatflttit*. 

th* tiatitiaiai ihall ea>e‘aw tto eeeenfa af 4>«>etiti*at ef 
•fc* iN| Mi the « a*e tt,tna ieirnhai a»n toe * ytnai ef 2 

• »•»» fajlaatei the dai» the «*a«|%| aryl-ta’iae •% aypttui 

!*• in»a. e» t< as# atplut'iM «a te ».e ftle*i ea te tfftetti 

**'»• J t»ti| • *ea I'! iM«» ,atta*- ~ i' :fl* r ti »-i •*-e 

an h»c» A.l«uaiitta<i.*a ee e*t t » #4 ’ . » laqwt* 1 af 

• eaten ( f «•>>« tteieeJ *»■>♦ i-ftif.ta:l« aa‘h ( niti aeptaree 

ef ii.a Ot,taitriM, at trn.‘.>;* i s'-* :ntrae*tf«*e* »,tl 


•awt el tie » »*■ act* 

e* the MiiKe’*' evWale ten 
caeee. ee **> est th:*« ta ee -t .. 
*» aeyeeaeM #'••*! alu Ite e n * 
at tauuf. 


4 t*>t to |inil|ei wale at the ra«er4e 
.»e e aw.'te fa'ailif athfe «f the 
■a to hei ee* l to I i’» «•« aft 4# 
wi rtfnt* ■ ti'sii aeeei't 


j f I‘a Mtttii|fM eerrtflee t»»t 4 «m, »«tl to aVmittefH 
♦ »*'f *e t«h rtti enter hae fi-i'-’al fu^ftiiusa< w4er the 

luptevitwa el tto latlewjr^ a.efitnyi *■- *- •- — 


Me dical officers ass lrne d tn Clinical 

Res earch fl rir.c h, Meri t ca l l>s»ar-h n« M] 
Bi pg^dic.i l I .ihr.r^for/, P ^wnAfl ’•'st'uL, 
Aberdeen_P r^- yi pg ..firpLr.gk 13. . Iku. ~ 

#«4 that «he dr.y a ill net ye aanlni te Mr ether ii<tm,tiar 
e* te •'» «li*ae lee afeuuf.nna* le eeh;*«ta. 

«• Tto «a*»tii|#ia» tttHfiti tto % to hit! ttleeaa ee, patietie at 
•to H**mi wee# ee cM'rele ee itotr e*iNtM*tu>tl, thei 
toil *»e httnt uttl fee uevee <|eti*nat ,s<; mi asl will ah 
I4>4 the tMitaiaiilt tihlttit.tnUu rr;teeMi itee, accept 
wrhaa* tS.e ie e.»t teeetht* ea, tn »*# tn«e*t (tier a itiftlUtMl 
MfMM, te cent re nr t« the toet nutmn ef ‘to e»Vjt(lt. 

h. Tto thttt*-fatar te tetjuai te tiuwi tto lyaatct the* f*e te* 
rettiirirnt r '»l*.h< I'lliti iMaliiel i.> rm the t'Wtee 
• <!i*et he ««e# a*Mtte t*et«*4tiwf.4l mti t.-nmtt Hat 
tniaaei *•! ■••ears a 2 t<** e'a't. .The i*. rr r« . i a<4 yr#. 
*tfr»e »e<w *"»••§ lee each a centartitei ih^w' J i# eapleinedj 
taihamttt.itt'.atli tto epaatatae til larhmfrr. ID ||?|« 
£t%.«i«a> IP. v'tt t.) 


Very lately yeun,^ 


i'aq_M. _Sici.JU) 

C -ef, •• J :zi*’V.4v^yaiT‘ 

S' * V • • O i k 4 I 

AC& 


..wjf oiury « lo'., . 

2—ZU^Q 1~ 



29 August 1974 



(•) Kane: Van Murray Sin 


(b) Position: Chief, Medical Research Division 

Biomedical Laboratory, Edgewood Arsenal 


(c) Present Salary: GS 17 equivalent. Step 2, 

(d) Proposed salary: 11 Step 5 

(e) Education: 

Cashnere liif.h School, Cashmere, KN; 1927-1031 - Class President, 1920; 
Student body Present, 1931; President's Cup, Out standing Student, 5931. 

University of Washington, 1931-1936 - B.T., Pham. 

1938-1940 - M.S. and graduate work in Physiology end Pharmacology 

St. Louis University ScLrol of Medicine, 1941-1944 - M.D. 

Class President Junior .* nd Senior years 
Alpha Sigr.n N*i (Jesuit lienor Sccitty) 

(f) Recent experience: Chief Scientist, Medical kcscarcn Laboratories 

(I) Current position sunnary: 


Tho chance in position has engendered direct responsibility for the 
Medical kcscarch Division in addition to that as Scientific Director. 

This constitutes the responsibility for the program of four branches 
involving approximately 130 ••.ilitary cr.d civilian personnel. In addition, 
it has ncant an additional change on the erphasls of the position of 
Edgowood Arsenal in work in ecology and environmental quality applied 
research and report. The Mutual Weapons Development Data exchange 
Agreement and interchange of scientists for visits and extended periods 
of work, such as the present work period of Dr. Nicholas Wcgcr, have 
activated not c:;lv West Gerrr.r.y coll are rat ion in the chemical program 
research projects but also hzve created greater stimulation ;.nd interest 
among scientific counterparts in the Netherlands, Sweden, and Switzerland. 

(h) Assossncnt of contributions and performance: See attached list of 

recent publications. 


J 


(1) Publications: Attached. 
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• ‘ # 

Van Murray $ia (continued) *o August 1974 

(J) Patents: Patent #3,642, 9S1, 15 Feb 72, "Toxic Chemical Vaccines." 

(EAPI 16557) # 

(k) Awards or othor honors: 

Exceptional Civilian Scjrvice Award, Department of the Amy 
Distinguished Civilian Service Award, Department of Dofense 
Rockefeller Puolic Service Award Nominee in Science, 

Dept of the Amy and Dept of Defense 
Paul L. Siple Memorial Award, Most Outstanding Research 
Deport at r.iaitnual Arnv Science Com. f Irenes at 
host Point 

Rockefeller Public Service Award S'onir.'e in Science, 

Dept of Iho Any and Dept of Defense 

(l) Professional societies: 

Fellow of American Academy of Clinic .1 Pharmacology 
Fellow of American Federation of Clinic-d Research 
Research Society of America 
Si^na Xi 


1959 

1962 

1964 

1972 

1964 6 !P 


\ 



Groff, *• A., Mounter 9 L. A. f end Sin, V. II, EATR 4034, A Multi- 
Channel Analytical System for Continuous Monitoring of Blood Cholinesterase, 
Novcrbcr 1966, 

Sim, V, M, f and Sui, T, K, Sulfonaoido Therapy of Trachoma, Shantung 
University Hospital Bulletin, December 194S, 

Tien Mien Chang, T, K, Lu, and Sim, V,. M, KaJa-Atar Incidence in 
Peking Hospital Admissions, 1945-1946, Peking Union Modical College 
Bulletin, May 1<M6. 

Sim, V, M, The Effect of Possible Srcag Irritants on Hunan Subjects, 

J,A,M, A, 165, H OS-1913 (1957). 

Sira, V, M, Dctc.tion and Defense Against Chcoic&l Warfare, Milit, 

Med. }Q, 10-15 (l^S*). 

Lindsey, D,, McN'crara, B, P, , and Sira, V, II, Off, the Rocker and On 
the Floor, Artr^d Forces Chera. J. 3, 8 (I960), 

Sin, V, M. The Indole Nucleus, A Conraon Denominator of Psychotropisra? 

J, Forensic Sci. 6, 39-47 (1961), 

Sin, V, M, Medical Aspects of Chenical Warfare, J, A, M, A, 175 , 1-3 
(1961). 

Bowers, M. B., Jr., Sira, V. M., and Goodman, E, Sone Behavioral Changes 
in Man Following Anticholinesterase Administration. J. Nerv. Mcnt. Dis. 

138, 313-389 (1964), 

Sin, V. II. Diagnosis and Therapy for Anticholinesterase Poisoning, 

J.A.M.A. 405-404 (1965). 

Sin, V. M. Chemicals Used as Weapons in War. In Drill's Pharmacology 
in Medicine. Ed, by J. R. DiPaloa. McGraw-Hill Book Co. New York* 1965. 

Groff, W. A;, Mounter, L. A., and Sin, V. A Multi-Channel Analytical 
6ysten for Continuous Monitoring of Blood Cholinesterase. Presented at 
Tcchnicon Syr.posiun "Autonation in Analytical Dict.istry," New York. 

October 1966. 



Ketchun, J. S. , Kittes, D. L. v Mershon, M. M*, Keicer, J. T. , 

Farrand, R. L. f Sottiglicri, !1. G*, and Sin. V, M. EATR 4066, 

Tho Hunan Assessment of EA 3445* March 1967* 

Harris, L. K. , Flcisher, J. H., Inr.erebr.er, T. A*, Cliff, tf. J., 
and Sin, V. 11. EATR 4276. The Effcc.ts of Atrcpine-Oxine Therapy on 
Cholinesterase Activity i.nd the Survival of Aninals Poisoned with 
Diaxinon* April 1S69. 

Rengstorff, R. h*, Sin, V. M. , and Petrali, J. P. EATR 4378. 

CS in Katcr: Effects of Massive Doses Sprayed into the Eyes of 

Rabbits. December 1969. 

Sin, V. M. F.ASP -100-60, FA 3834, Summary Report of Status as of 
September 1969. February 1970. 

Rcnr.storff, R. II., Petrali, J. P. , Mcrshon, if. M, , nnd Sin, V. M. 

EATR 445S, EA 3547 in Rabbit Eyes: A Clinical and Histological Study. 

October 1970. 

Sin, Van !f. HASP 100-95. Compound 302,668: Sr-.nnry Report. 

March 1971 • 

Sio, V. M. CAST. 103-96. EA 3854: /autex to Sirrc:ar> # Htport CE.=sSP 100-60). 

April 1971.' » 

Klapper, J. A., Kclchun, J. S. , McColloch, !l* A. , -Kysor , K. P. , and 
Sin, V. M. EAT*? 4556. Studies of the Effect of Personality on 
Reactivity to LSD. July 1971. 

Rengstorff, R. H. , Petrali, J. P. , and Sici, V. M. EATR 4550. Cataracts 
Induced -in Guinea Pigs by Acetone, Cyclohexanone and Dir.ethyl Sulfoxide. 
August 1971. 

Klapper, J. A., McColloch, !!. S. , Kysor, K. P. , end Sin, V. M. EATR 4616. 
Personality Correlates of Response to Atropine, Scopolamine, and Glycolatc 
Compound*. March 1S72. 

McCar oil, J. F., , Markis, J. E. , Kctchur?, S. , 1-cuff, C. K, , and 
Sin, V. M. EATR **633. EA >531: Effects on Pcrfcrrar.ce of a Snail 

Infantry Pdflc Element Under Simulated Combat Conditions* April* 1972. 
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(jarris, L. , Flcishcr, J. II., Jnnercbr.er, T. A., Cliff, If. J., 
and Sin, V. M. The Effects of Atropine -Oxtr-o Therapy on Cholinester- 
ase Activity and the Survive* of Ar.ir.als Poisoned with 0, O-Dicthyl-O- 
2-lsopropy)-6-ncthyi-4-pyridr*idinyl Phosphorothioatc. Toxic. Appl. 
Phamacol . j£, 216-224 (1263). 

Sin, Van M. Discussion. In Psychotoninctic Drugs. Ed. by 
Daniel II. Efron. Raven Press, New York. 1970. 


Sin, Van !l. Treatment of Orgar.ophofphatc Poisoning. Science 170 , 
1532-1353 (1970). 


Rengsto/ff, R. II., Sin, V. M. , end Pctrali, J. P. CS in hater: 
I. Effects of Passive Doses Snrayed into the Eyes of Rabbits. 
Ililit. lied. 136, J/.6-14S (1971). 


Sin, V.H. Chcoicnls Used ns Weapons in War. Chapter SO in Drill's 
Pita mn co logy in !!cdicine, 4th Edition, hd. J.R. DiPaltta. McOraw Hill 
Book Corpnny, New York, New York, 1971. 


Uengstorff , 
in Ct:ir.ea Pi 
J. Opt one try 
(1972). 


Roy I!., Petmli, John P. and Sin, Vi*' M. Cataracts 
-s by Acctcre, Cvclohvxr.r.or.c and Dii?rtby* 5;<lf*:xide 
and Archives of American Acadcny of Optorctry 49, 


Induced 
, Art, 
50S-519, 


Ketchun, J.S., Schir.er, P., Kysar, K.P., llouff, C. , Sidell, F.R., Sin, 
EATR 467S, Relationships A-.ong Host, Tir.c end Various Measures o. 
Laboratory and Military Performance in Volunteers Receiving a Centrally 
Active Choi ir.ergic niccLing Agent (CA 35S0)., Sep 1972. 


Sidell , P.r.., Pless, J.E., N'citlich, II., Sussnan, P., Cope lan, II. V.. 

and Sin, V.M. EATP. 46SJ. Pir.cthvlhcmtyl-P clta 6a-10A-Tetrahyc-rocat>nabinol 

Effects After Parenteral Administration to Man. Dee. 1972. 

Also published in Prcc. Soc. Exp. Sio. Med. 142 , S67-S73 (197S). 

t 

Sin, Van M. Anticholinesterase Poisoning. American Family Physician. 

Clin. Pharcaeci • 9, 146-14$ (1974). 


Rengstorf f , Koy 15. , Hill, Richard M, , Pctrali, Jehr. P. and S* »*••* 4* 
Critical Oxygen Requirement of the Come.l Epithelium as Indicated ^ 
by Succinic* Pchydro;c«asc Reactivity. An. J. Optoi. and Physiolonca. 

a* , ; . „ r « --o fin*»u *. 

vpi < va | •* a , */»'*” i * •" • 

Sin, V.*!. Lone- Teres EdG Lffects cf Insecticide Expetvrcs upon the Pur 

Rr. : . .* t— .y S>;.-;ra vrec, hot Point, NY, hi. .!* 1 :*-*•• 


.tc 



4 • 


4 



81a, V. M. Anticholinesterase Poisonin*. In Cholinergic Mechanises . 
Ed. by P, C. Maser. Raven Press. Mew York. 1975. 

fturchfiel, J. t., Duffy, F. M., and Sia, V. M. EB-TR- 74004. 
Persistent Effects of Sarin and Dieldrln upon the Prinate Electro- 
encophalosraa. April 197S. 

Rengstorff, Roy II., Petroli, John P., Morshon, Millard M. and 
Sin, Van M. The Effects of tho Riot Control Ap.cnt CR in the Rabbit 
Eyo, Toxic. App'.. Pharaacol (in press). 



836 




I (Cfi-.i . » • - *.r<r/f. '•. ; i 1 ■ • ***** 

* * • 4 #», f % l n • . 4 


n “' *"n, Frederick R. Side )! 1 

ithkiit this tuitam ft* *c^u*r<ri by iici.m ***Vi> of the hdcn) Foo4. T'r-t, ind Cotoetir Act ind )|)0.) of T*:!s 7! of 
tbe teJ r of f fiffii ti • ondinoa .Of ifctiti«| ind ro*4sci»f*f clinical f»haisaacvlO|jr -ilb a m« dri| l»j**irJ 

by ftdfii 1 . (or I’aiifd Suin' lav to is arc at if ati~~al ait. 

I. ITAU t-t COVCMlO M *1.0 IHAINING v;j MA.'t mao IMAT QuAkiFIt* VO J fOA CUMCAV. SmA AMACO tOOY 


*»#*: * <- • „» 4 ^ 

Frc i*ici'« >i . Sic? i»> 

DAT* ’ n ” " 

3. tar 1975 

MAIAC C* (*A«46 
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B.S. (Chemistry), 1966, Marietta College; M.O. , 1960, Hew York Univ College of 
Medicine; Rotating Internship 1560-61, Resident, Internal Medicine, 1961*64, 
Cleveland Metropolitan General Hospital; CPI, US Army Medical Corps, Cdgev.ood 
Arsenal, 1964-66; Chief, Clinical Investigation Section, Clinical Research Branch, 
Medical Research O'vision, Bionedlcal Laboratory, Edgewood Arsenal, 1964-66; 
Acting Chief, Clirical Research branch, Medical Research Laboratory, Edgewooti 
Arsenal, 1966-68, 1974-present. 


• kroiC*V IC^OOk ' **0***lTAt. <>» eV «1» #*»5f * ^CH FACtUTV f «£At THC CU*..CAv 
>VATlO 


C*vt M/V. %*o <oo»m ’,r 
rHA*U 4 COL^jf Hill 01 CC 


I Hint tijriintmil^ircf* m to be (M.'jrtrd os ia«ii- I 
Ivtiuf.ilif cj or »* rooduiitd by as indnidi.il 1 

»ffi!*.»»rj »***• !-*::• Jli. ; - ‘....'.I *».*(•» Itf IV | 

tfOAkibtiii; u t.vr *!M*y. i»* itict r„' m j u" that : n 
ixmi.itt i, ,*• porviS.c fat iiuiii mJ 
toMiMHf.; rc-'ifc Hi 4 ,*ifo»ii cl the fr.-;o*c 4 cnsi<al 
»toJy. Ilf nf-Si«hip r«»i b« cotspmcJ of sufficient 
r»«r*.Wit of » <n«fiV. , ikfhu:.J.tStt ii.l 4 «)rii.c!(ifvntft, 
ot I*) srrs a, *c*i a, Kirrtuu, 10 atsctc complete asd 
•'iri-Mif *r%.t «■ t>i the iftnrn protect. The snc-.benSip 
«h*i Fo»«t«\ r.t.f cr.! v btoj 4 -irettaer to c .'r*p?» hc-xi ibc 
salute of »‘ t fioitci.Sii: i'.h- u'.mrosftitiirin ntrmirv 
to »uJ*e t!<i .lurfubilin »>! ,vnitfi 0* acit«iti is tern* 
of i*i'iu:i,'n i f.'futatioa*. t-.>tjot ii«, Hiv'jfdt of fio* 
ft«t.at«li:nluc. a%J (onrvAiit acceptance. Assurance 
»* be that the is*. <*.*.»* a*o» hat n,*: ()ai:iup(eJ 

intbc ar lectio* of co-ieitttr - . *whei#.ihi* * % .c irvitw cca- 
xittcc Jen not a!ie« ^liitiri ion ts it, vt-c and on* 
(Ijtiesi h any isjni«jil ntjtej is t**e cor.'oet of the 
teacartrS ac:.*.i:y t».Jw «»:<• *«x?cps *0 pt?*:. 1 * tafortta* 
tsoa »^» 1I1- . ns:::ct', tha: is«rf :if *:cv w I! rtfo:: to 

tke 1V-1-. ;*f ,• fr rev.es ,f* trr.ti(trt **:r-’.-it, itrs:n 
*J%me t: 1. :iAn, 01 pro* ;•»- p.ocfdmai rl.in;t, ,hi:S 
-t.«) A 1 .** . i".t«tin;ii>t j- . !*.: «ij ,j;S 1 

chas ( *r * i! >c - aJe ; ^ci-ntice jjfr tji except j 

**»e-e r.'f. idtii-'irf O'artn i—'c : *i*c SimiJi • 

* fc41 ?c '* >'* ;, r *'-*> vi . ,f c^u.'ird by :af rct.es ! 

cortrii’c. a: irtctnli afp.'^mf to iSe dffirt ef rial, j 

if.Vr.un., : *-d ..cut, (Hot t*», itutt ;os* j 


naintatac 4 by the csfniinrc m o invludf rtf u-n n: J 
^calificatiKt bii r /.tAitic< ntr.lc:».r:co;dt af »n:.*nr*j*. :* I 
to ,/oj.ctk i« wbtait.tnc miAiuta tcnti>v. * 

r.t::;r<iKri* >. ''luhtuitmt.ntn ;n4tr.fittc«vl*ticr. J 
fo’i.miitt t*eo...nt.*c jttrxr t. ;v! dated ftpntu o' iu.jm.i;* I 
levies* as they are perfomcJ. Copies ef »i‘ d >vw vi 
ate to be mutitd f-i a perie. 1 of \ years jail (St cr-*ir* 
••it* or 4i*cor.ti-.4»tii-c 01 tl.e *ua>' ao4 are rr - -re 
auiliStt spon rt^unt to duly a«:Sorizcii tepre 
ol (in f*«e a«ii D.jj .Sds.imimiM. (T itruV*, :rt**r- 
rvcr.J aiions t y tSe conmittec ate vobiect :o fjifti*- 1 — - 
piij’.r re\ic « j-, ! ir te^rica ty imtuutiob official- 
aS> rtccs^cnii'iuM. r(itiHii*n<, or coacitit-r • r u r.f* 
be ovcRU.tiSy iht irvisr.i r c:f:c»al» ) Pract ..ri, (. ; 
tbe iiuaairiiien ao4 o;*eijtioQ »*l intniudona! ifu *» - 

ouitti are rcntiintd in fkiieii-.es istue4 fiu.jnl to 
Cjjfttr l**V'iSf Gnat* A'ir.ir-fti’ic-. Vjb.yn *f l' > 
i»e; arttr.cnt o: Health. Ciyra'u ar.j t e!fa:c, a\a;:*i ,e 
f*esi the U.S. OnimKen; e-jmir* Office, it i* 

BKfJei mat these fui4elises >e !c!hvrd in. t»i. 
(risiijt.cai*. renew co*nisi::cet ar i :i at (Sc c • *.* ,**.m * 
i%r.r:»v*.T arcorc^nj :o ibe r/occ fares ccscttoci! t.*-:<r «•*. -. I 
aijtniny sftl* I «•*-.« TO t ST I »i!. be rcitrJcd a- b:.« j 

•'it *rj»t Mtcurty o«,ur*r«rt . ho- e*. er, it -b t tic J 

kas or* «»!* w ; »H the Dtp.-rn--: e* floi’S. F.dv.i:;:r. »* i j 
•riijrr. Pivi-ien e« **•-*,. *'**..«?..!' s * 

oi tfe*;: v . art frarr.' ?«>-r-nte ** a*: * . .»* - .*e I 

ccufsittce is to teviem ptei.nid $:v i» uimr * *c sarte I 
rto-tfsres. this is irce;:^!. ;.<y ***»-.•> j 

**("i a k J.iMin tv wii v.ie.'t r...'.iJ i? p-av: 1 
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drug TAB with such coniron’y used drugs as ethanol, transquilizing agents, 
and various narcotic compounds, i.e. t morphine, demerol. 
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CURRICULUM VITAE 

FREDERICK R. SIDELL 
* 

BS (Chemistry), 1956, Marietta College, Marietta, Ohio 

i 

MD, 1960, New York University College of Medicine, 

New York, New York 

Rotating internship 1960-1; Resident, Internal Medicine 
1961-4: Cleveland Metropolitan General Hospital, 

Cleveland, Ohio 

1964-66 - CPT, US Army Medical Corps, Edgewood Arsenal, 
Maryland 

1964-66, Chief, Clinical investigation Section, Clinical 
Research Branch, Medical Research Division, Biomedical 
Laboratory, Edgewood Arsenal , Maryland 

1966-68; 1974 - present, Acting Chief, Clinical Research 
Branch., Medical Research Labor; t cry, Edgewood Arsenal, 

Abetck’cn Proving Gtcmml, Maryland 

Department o ( the Army Certificate of Achie vement, July 1^69 

American Medical Association 
Harford County Medical Society 
Fellow of the Royal Society of Health 
Member, American Society of Pharmacology and Experimental 
Therapeutics 
Member, AAAS 

Sidcll, F. R., Harper, D. G., and Bottiglieri, N.G. Effects on 
Humans of Low Concentrations of GS Vapor, CRDL TM 2-15, 
April 1965. Secret RcpcrlT~ 

Sided, F. R., Groff, W. A., and Vocci, F. Effects of HA 3143 
Administered liiOavenously to Humans. TM 2-31, November 1965 
Seciel Report, 

Sided, F. R. and Greff, W. A. Ora! Toxicity of VX to Humans. 
EATR 4009, May 1966. 

Sided, F. R. Ho.:: 

Anil IS 67. 


' P.c- sfs»’5cs to Intravenous VX. EATR 40~2, 
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Sided, F. R., McShane, W. P., and Hayes, A. H. The 
Failure of Methylphonidatc to Influence the Therapy of VX 
Poisoned Rais. EATR 4125, Auyust 1967; Confidenlial 
Report. 

Sided, F, R. mml Groff, W. A. Reactivation of VX-Inhibitcd 
• Cholinesterase by 2-PAMCI in llumar.s. EATM 114-11, 
September 1967.. 

Sided, F. R. A Summary of the Evaluation of CAR 302,190 
In Humans. EATR 4213, January 1969. Confidential Reports 

Sided, F, R, and Kysor, K. P. A Review of the Time Course 
cf the Central Effects of IncapaciUUn? Compounds in Humans. 
EAT M 114-19, October 1968. Confidential Report. 


Sided , F. R., Groff, W. A., and E Urn, R. I. Blood Levels 
of Oxime, Excretion Rates, and Side Effects Produced by 
, Single Oral Doses of K - eh y I py r i cl i n i t ;m * 2 -A I do>: i me , . . . , 

htelhanesuKcuatc (P 2 S) in Humans. EATR 4256, January 
. 1969. 

Sided, F. ft., Mcrsl.on, M. M., Savoln, ft. H., Sciv.varu, 

H. M., Wiles, J. S. and McShr.ne, W. P. Treat: rent of 
Perc!ilanoous VX Intoxication in Rabbits Under Conditions 
Simulating Scif-Tharapy in the Field. EATM 114-22, 

September 1963. 

Sided , F. R. and McShane, W. P. A Comparison of Separate 
Versus Mixed Solutions cf Atropine and 2-PAMCI in the Therapy 
of VX Poisoned Rats. EATM 114-23, April 1969. 

Sided, F.R., Karger, S., Simons, C. J., and Weimar, J. T. 
CAR 302,600: Aerosol Administration to Man. EATR 4395, 
May 1970. Confidential Report. 

Botticjlieri, iJ. G. f Sided, F. R. ; Si**', V. M. Hunan Effects 
fiO**i Atmospbeiic Contr.: utmiiofi With Low Concentrations or 68. 
TM 2-27, August 1965. Secret Report. * 


Fleisher, J. H., Clarke, J, H. and Sided, F. R. Dose-Response 
Effects and "Ac/ng" of Hu, arm Red-B^d-Ced Cl nlincsle'i.so AXvr 
i ; . Vi Uh FA 3145. HATH 4 3X>: . Jun: 1 3%. 5 • * , 



840 


-a* 


•* *•“ * • Craig, F. N., Me Michael, P. D., Robinson, P. R., and 

::t * ” ' ,-Siden, F. R. Effects of BZ on Temperature Regulation in ’/.an, 
EATM 112-11, October 1969. 

Oberst, F.W., EfHn, R. I., Farrand, R. I., Billups, K. B., 
Koon, \V. S., Musselman/H. P., Crouse, C. L., and 
Sided, F. R. Development of Methods for Delecting and 
Measuiing Volatile Effluents. A Status Report. EATR <<16, 
August 1970. 


Sidell, F. R. and Braun, B. G. EA 382<A: Effects in J/.an 
After a Single Oral Dose. EATR <597, March 1972. 

Sided, F. R., and Ketclumi, J. 5. Per Capita, Per Kilo, 

Per Liter, or Per (Z:-!er: An Analysis of Dose Expressions in 
Clinicai L l.ariuaxck-gy. EATR <A/2, December 1971. 


Sided, F. R. Drug Absorption: Some Mathematical 
•/ .v Considerations. EATR <619, May 1972 . 

Sided, F. R . , Kcicn*i*n / J, S , »V?rkis, J. E. and Ky*nr, 

, • K, P.-. Compound. 302,196: l<itra:::usculr>r Administration to 
Man. FAIR <6 ?<, Apni 1972. Conficb-iuial Rcj>ort. 

Si.dell, F. R., Greff, \7. A., and Kaminskis, A. Ethyl Alcohol: 
Is EliMinalion Rate Dose Dependent? EATR <6<5, April 1972. 


Kclchuni, J. S., Snin-i’i # P., Kvsor, K, P., P.ouff, C,, Si , oll / 
F. R. ;:no Sim, V. Li. Relationships Among Dose, Tha;., 
and Vaiious Measures of Laboratory and Military Performance in 
Volunteers Rcccivin:; a Central! y Active Cholinergic Blocking 
Agent (LA 35S0). EATR <673. Confidential report. 

Sv/aitz, R. D. and Sided, r. R. Renal Tubular Secretion of 
Pralidoxirno in Man. EATR (Approved for publication). 


Sided, F, R . , Culver, D. L. ar.d Kaminskis, A. Serum 
Creatine PhosphcAinasc Activity After Ir.lra.: usctilar in;:ct:a t: 
The Effect of Dcsc, Concentration, and Volume, EATR 
(Appscved for publication). 


(Jo: ‘i -I Artie!??) Sid-!!, F. R., Cxc ff . V/. A., a Ellin, R. !. Pood U - -?!$ 


:r S : : 


Loses oi 2 -PA MCI , J. Piiar, a. Sci. 58, 1C93-1C9C, 3 


/ 


r*. 
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Sided, F. R,, Magness, J. S., and Bollen, T. E. * 

Modification of the Effects of Atropine on Hymn Heart 
, Rale by 2-PAKCI. J. Clin. Pharmacol. Thor. 11, 

68-76, 1970. 

Sided, F. R., and Groff, \V. A. Toxooonin: Blood 
Levels and Side Effects After Intramuscular Administration 
in Kan. J. Pharm. Sci. 59 (6;, 793-797, 1970. 

Sidcll, F. R., and Pless, J. E. Ethyl Alcohol: Blood 
Levels a .ul Performance Decrcr.er.ts After Oral Administia- 
4 lion to Man. Psycho;>harmaco*oria 19, 246-261, 1971. 

Sidcll, r. R. and Groff, W. A. Toxogontn: Oral 
Adminif liaticn to Man. J. PLru.vxeut. Sciences 60, 
660-363, 1971. 

Sidcll, F. R., and Groff, W. A, Intramuscular and 
Intravenous Administration of Si.tali Doses of 2-Pyridinium 
vAldoximc to Man. J. Pharm. Sci, 60, 1224-1228, 1971. 


A t-l U ICCi-v.. O n . ; . 

The Effect of Acetyl Strophanthidin on the 
Docjs. Qnl is !i Journal of P l\-f*f><<wC 1 | ' J) , ».» 

Vol 38, I*o. 3, i). 616. 


’ Sided, T. R. 
Hearts of Normal * 
lafch 1970, 


Kelclitnn, J. S., Sidcll, F, R., Crov/ell, E. B., Anliajan^n, 
G. K. and Hayes, A. K # . Atropine, Scopolamine, ar/J Dilraii: 
Conpr.tati‘*c Ph:r.: cclooy ar.d Antagonists i;. Krai. 
PsycliopliarniaColoriia, 28, 121-145, 1973. 

Swartz, R. D. and Sided, F. R. The Effect of Changes in 
Renal Blood Flow on the Renal Excretion of Pialidoxime 
Chloride, Ab$: Fed Proc 512513 (1972) also: Effects of 
He.it and Exercise on the* Eli:' .in'Uon of Pralidoximc in Par.. 
Clin. Phan::. Therap. 14, 82-89, 1973. 

Sided, F. R . , Gicdf, \V. A., and ICa:rnrn.!;ir., A. P:a!i;bxi*"C 
Methane Sul;civ.ie: Plasma Levels and Fi;;nr.;aco!;iiicUc> /.iter 
Oral Administration of a How Preparation to Kan. J. Pharri. 
Sci. 61, 1136-lisO, 1972. 


Kl? 


J. A. 


:*d S; 


i... . . . . 

i r.l r j! « ♦* ; *> ■ 


....... i 

Ml C.i . bvH. P$yc!.lw*. 2y , !••**> 4 .V < • 
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Ellin, R. I., Groff^W. A., and Sidell, F. ft. Penetration 
'*-• of Pyridinium Oximes Into Human Red Blood Colls. Biochein 
Pharmacol. 23, 2663-2670, 1974. . 

Swartz, R. D # , Sidell , F. R. andCucinell, S, A. Effects 
of Physical Stress on the Disposition of Drugs Eliminated 
by tlie Liver in Man. J. Pharm. Exp. Thcrap. 183, 1-7, 
1974. 


Sidell, F. R., Aghajanian, G. K. and Groff, W. A. The 
Reversal of Anticholinergic Intoxication in Man With the 
Cholinesterase Inhibitor VX. Prrc. Soc. Exp. Biol. Med. 
144, 725-730, 1973. 

Sidell, F. R. and Groff, W. A, The Reactivatr.bilily of 
Cholinesterase Inhibited by VX and Sarin in Man. Toxicol. 
Appl. Pharmacol . 27, 241-252, 1974. 

.« * Sidell, F. R. Sarin and Soman: Clinical Manifestations 
and Tieah.xnt of Accidental Poisoning. Clin Toxicol., 7, 
1-17, 19/4. • 

Sidell, F. R., Groff, \V. A. and Kaminskis, A. Toxcgomn 
and Pralidoairce: Kinetic Comparison After Intravenous 
Administration to Man. J. Pharm. Sci. 61, 1765-1769, 
1972. 

Sidell, F. R., Pless, J. E., Keiilich, H., Sussmnn, P., 

* Copelan, H. VV. and Sirn, V. M. Diinethylheptyl-delta-6a- 
lOa-tcirahydrocannnbinol: Effects After Parenteral Adminis 
„ trationto Man. Proc. Soc. Exp. Biol. Med. 142, 867- 
873, 1973. 


Sidell, F. R., Swartz, R. D., Safer, D. J. and Cucinell, 
S. A. The Effects of Various Stresses on Drug Disposition 
in Man (Talk at ASPET symposium, August 1974, Montreal 
Canada). Federation Proceedings, accepted for publication. 


Sidell, F. 

Inhibitors in the Treatment of Aniicftolitieslcicise intoxication 
book, to be published. 

Sv.T.ili, H. D., Si.-Ci!, r. f. . I 7 S.-.iziiri.. 
Pir.litic):l:i.c in i‘« !<ii Prcc. Soc. Experir.i. bio I , f ..cd. 1**0, 

419-^24, 1974. 


v 



Ellin, R. I,, Farrand, R^ L. Oberst, F. N., Crouse, C. L., 
Billups, H. B., Koon, W. S., (Mussel man, M. P., Sided, 

F. R. An Apparatus for the Defection and Quantitation of 
Volatile Human Effluents. J. Chrom. 100, 137-152, 1974. 

Sided, F. R., Culver, D. L., Kaminskis, A. Serum Creatine 
Phosphokinasc Activity After. Intramuscular Injection, JAMA, 
229, 1894-1897,1974. 

Sided, F. R., Modification by Diluents of Effects of 
Intramuscular Atropine on I’eail Rate in Man. Clin. Pharmac. 
Tirerap. 16, 711-716, 1974. 
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CURRICULUM VITAE 
RONALD CARL PETERSEN 

EDUCATION: BA (Psychology 1968, Hemline University, St. Paul, 

# Minnesota 

Ph.D. (M«ij*ir: Experimental Psychology; minor: Educational 
Psychology^ Statistics), 1972, University of Minnesota, 
Minneapolis, Minnesota 

EXPERIENCE: 1972-Prescnl: Research Psychologist, Captain, US Army 

Medical Service Corps, US Army Biomedical Laboratory, 

Edge wood Aiscnal, Aberdeen Proving Gtound, Maryland 

1974-Pieseiit: Instructor, The Evening College, The Johns 
Hopkins Univcisity, Baltimore, Maryland 

1973-Present: Assistant Professor (part-time), Df oartment 
of Educational Foundations, University of Delaware, Newark, 
Delaware. 1 

1970-1972: Prtdoctora* Associate, Center for Research in 
Human Learning, University of Minnesota 

1V69-1972: Army Graduate Student Program in Experimental 
Psycliology 

•1969-1972: Research Associate, Department of Psychology, 
University of Minnesota 

1972: Instructor, Department of Psycliology, Univcisity of 
Minnesota 

1972: Teaching Assistant, Department of Psychological 
Foundations, University of Minnesota 

1971: Cor. .valiant, Minneapolis Public School System, 
Minneapolis, Minnesota 

1971: Teaching Associate, Department of Psychological 
Foundations, University of Minnesota 

1968: Associate Research Scientist, Life Sciences Group, 
Systems an rf Research Center, Honeywell, Inc., St. Pr.uf, 
Minnesctf *• • 
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ORGANIZATIONS: Kappa Phi (scholastic) 

.. * PsfChi (honorary psychology). President, Hamlinc University 
Chapter, 1963 * 

t r ;lv * # American Psychological Association (student affiliate)* 

; Midwestern Psychological Association 

Human Factors Society 

PAPERS: Petersen, R. C. Scopolamine Induced Memory Failures 

in Man. Paper to be ptesenled at the Federation of American 
Societies for Fxpeiiincn'M biology Meeting, Atlantic City, 

New Jersey, April, 1973. 

Petersen, R. C. and Jacob, S. H. Evidence for Context 
Formation is; Imagery and Recall. Paper lo be (xcsenled at the 
Eastern Psy # Association Meeting, New York, New 

N York, April, 1973. 

Petersen, ft. 0. Evidence for Alc:o* «J State-Dependent 
Learning in M;.n. Pap'r presented the Federation of 
American StcL'ics for Experi/nenlal r.iology Meeting, Atlantic 
C ity , New J . sc y , An: i 1 , 3. 9 7 t : . 


Pctcisen, H, C. Role c-f Cciilv/ts in 
Paper -press Med at the Eastern Psych- 
Meeting, Philadelphia, Pennsylvania 


iV.cr.il ThiCniwi Imagery, 
olo'iir.al Association 
, April, 197 '\. 


.Petersen, R. C. Imagery as a Constructive Piocess. 
Colloquium, College of Education, University of Delaware, 
February, 1973. 

Petersen, R. C. and Fox, P. W. Latency and Vividness 
of Images as Predictors of Recall. Paper presented at tljc 
Psychonomic Society Meeting, St. Louis, Missouri, 
November, 1972. 


Petersen, It. C., and Fo;:, P. VV. Vividness of binges in 
Recall and hr. Munition. Pnoc-r premier! at Midwestern 
PsychoIccV..! Association k::eting, Cleveland, Ohio; 
May, 1977. 

• Petersen, R. C., a r »d Fox, P. W. Imagery as a Variable 
in hicidenUi Loartiiii'i. Piper presented at the Mid.vesiem 
Psychological Association Meeting. Detroit, Michigan, 


\ 

J 
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PUBLICATIONS: 


Petersen, R. C. and Kanarick, A. F. Information Sampling 
With Varying Source Costs raid D J agno$UciUc$. Pap^r 
presented at the Western Psychological Associations Meeting, 
Vancouver, British Columbia, June, 1969. 

Kanarick, A' F., and Petersen, R. C. Selectivity in 
Keeping-Track Performance. Paper presented at the Eastern 
Psychological Association Meeting, Philadelphia, 

Pennsylvania, April, 1969. 

Petersen, R. C. and Kanarick, A. F. A Comparison of Modes 
of Incentive Presentation on Ri* VTaking, Paper presented at 
the Psychono.iic Society MecLn«j,St. Louis, Missouri, 

October, 1963. 

Pcleiscn, R. C. Imagery and Cued Recall: Concrc»<T/*ss or 
Context? Journal of Experimental Psychology, 102, 641- 
844,1974. 

Kanarick, A. F. and Petersen, R. C. Redundant Color Coding 
and Keeping-Track Performance. Human Fedors, 13, 193- 
193,1971. 

Kanarick, A. F. and Petersen, R. C. Effects of Value on the 
Monitoring of Multi-Channel Displays, Human Factors, 13 , 
•313-320, 1969. 

Kanarick, A. F., Huntington, J. M. and Petersen, R. C. 
Multi-Source luiu.. nation Acquisition Willi Optional Stopping. 

Human Factors, 11, 379-386, 1969. 

% 

Petersen, R. C., Kanarick, A. F. and Hernenhahn, B. R. 

Effects of Incentive as a Within- and Betwecn-Subjccts Variable 
in Risfc-Ta!:i:rj. Psychoncn.ic Science, 12, 279-200, 1968. 

Petersen, R. C. and Her.aenhahn, B. R. Test of Cccnitivc 
Dissonance Theory in an Elementary School Setliny . Psychological 
Reports, 22, 199-202, 1968. 
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Correspordence With Academy of Health Science 


DEPARTMENT OF THE ARMY 
ACADEMY OF HEALTH SCIENCES, US ARMY 
FT SAM HOUSTON, TEXAS 7C234 


HSA-CDC 21 Jan 1975 

SUBJF.CT: Nerve Acjent Antidote and XM258 Kit 


Commander . 

BiorM*('k:nl L?bor«Vt(;i •/ 

ATTN: COL FciusiU.Sn 

Aberdeen I'tovincj ikoti.id, k»D r 3 01 0 


1. Rrfercnt* F0N r :C0«’ 
your L/'VtfiJciriefS, 2. 

tills 


!, 2009.* 0 Oct 74, between COL Edmond Fountain, 
.lAJ PvG i»»t IfCiK.Vcn, vuiivCptS CiiKi Doctrine Division. 


2. Attached is a list of question*^ for which answers are required in older to 
update Arny Mcdicr.l-Oepartmen; doctrine and prepare a TB Med, as directed by 
. The Surijcon General, for subject items. 


FOR THE SUPERINTENDENT: 


llncl ‘ BARRY L. BIGGS 

as , MAJ,MSC 

Secretary 

CF: 

IIQDA (DASG-RDZ), WASH DC 20314 



848 


1. Antidote # Nerve Agent. 

a # What are llie signs and symptoms of overdosaye from this antidote? 
Correlate the signs and symptoms versus (jua Uity of druej. 

b. What arc the adverse effects of overdosage? At what point are 
irreversible dclcletious effects pioduccd? 

c. Provide specific guidance for follow-on therapy of overdose victims. 

Drug, dosage, time, expected icsults, chunyes in s»^:is or symptoms, etc. 

d. Provide s i-'cific guidance for follow- on trei ■ enl of nerve agent 
victims who have ir e d tfic two injcciors provided br* \ ho stiff show symptoms 

of nerve agent pollening. I*-.* * much olrvpine, ho'% c 'ten? Is the use of additional 
cor M not ion ant contr.i-ir.dicstci 1 ? When is 2 Chloride indicated? 

Include duscripnvv. of leveled signs and symptoms ..ucrcxpcclei: ic spouses. 


e. What complications would result if this drug is illicitly used in conjunction 
with alcohol and/ oi other co *vi.o:ily a*>vs**d (hugs (a:; pV.-lamincs, barbiturates, 
marijuana, etc,)? How would this change* t.entmcnt? 

2, XiVi253 Ski «• I'jCunlamiiKuiaii Kit, 


. ** 


a. Wiiul will be life expected results of ingestion of the components of this 

kit? Of multiple kit ingestions? — 

b. What is the toxicity of chloramine Q powder \ 

c. What are the expected signs and symptoms of ingestion? 

d. What is the method for treating ingestion? % 

e. What would be the complications involved if both the contents of the 
XI/.258 kit ?V ! the nerve rgeul antidote were used? Y’ruTd this change the 
treatment regi.v:.i? Would iMs c ! '? uk;c li><? signs or i'.nploms? 


; 
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~ A March 1975 

SAREA-OL *R 

SUBJECT: Nerve Aa.nl Antidote and XM258 Kit 


Superintendent 

Academy of Health Sciraces, United Stales Army 

Attn: Concepts ami 0. f trine Division - WAJ Robert H* ndrcn 

Fort Sam H-nclop, T*;,.as 70234 


1. Reference is made to letter , HSA-COC, 21 Jan 1975, subject as above. 

2. Answers to Tiuesticns contained in Inclosure 1 of referenced letter are 
contained it. !i:;Josurc 1 of this letter. Thc'inUisl of this reply is to answer 
wherever pec f some oi the (juosHcos t- • • m^y in rev.c** U» Imr.os 
being fnrnish-ad i ow treatment ami shin decontamination items. These arc 
preliminary r*%cv:cr$ based on limited studies, and are not intended for inclusion 
into a TO hied at this time. 


FOR THE DIRECTOR: . 


1 Incl 
as stated 

CF: ' 

H0.i)A (0A5G-ZA), WASH DC 20314 
HQ DA (SGUD-LDE), WASH DC 20314 


VAN M. SIM, M.D. 

Chief, Medical Research Division 
Bioimtiical Laboratory 
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• 4 March 1975 

SAREA-BLR 

SUBJECT: Nerve Agent Antidote and XM258 Kit 


Superintendent 

Academy of Health 3wicnr.es, United Suites Army 

Attn: Concepts and Doctrine Division - MAJ Robert Hiudren 

Fort Sam Houston, Ti.,.'s 70254 


1. Reference is made to letter, HSA-CDC, 21 Jan 1975, subject as above. 

2 . Answers to cusstions contained in Inrlosuie 1 of referenced letter are 
contained in I closure 1 of this letter. The intent of this reply is to answer 
wherever pcs -'M? soto of the riuestions that may r-ise in rosprr • to troops 
being furnishc J now treatment and shin decontamination items. These are 
preliminary r-nv/ers based on limited studies, and arc not intended for inclusion 
into a TB Med at this tune. 

FOR THE DIRECTOR:’ . 


1 Incl , VAN M. SIM, M.O. 

as stated ' Chief, Medical Research Division 

Biomedical Laboratory 

CF: 1 

HQDA (DASG-ZA), WASH DC 20314 
HQDA (SGRD-EDE), WASH DC 20314 
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1. Antidote, N6rvc A gent. 

a. What are the skins and symptoms of ovcrdosatje from this antidote? Correlate 
the signs and symptoms versus quantity of drug. 

Answer*; One injcator, or one dose, of the TAB antidote will produce signs similar . 
to those produced by 2 mg of atropine, i.e. , slight increase in heart rate, a slight 
pupillary dilatation, phis some mental changes, including very mild confusion. Two 
injectors, or two doses, of the TAB antidote cause a greater pupillary dilatation, some 
visual impairment, particularly lor close vision, an increase in heart rate, and mental 
changes. The mental changes may include confusion, impairment of memory, illusions, 
and distorted thinking. Poor coot dination is also a feature of overdosage. 


b. What are the adverse effects of overJosage? At what point are irreversible 
deleterious effects produced? 


Answer: 
is noL known. 


See above. The point at which irreversible 
We have nevci seen "ii'icvciSihlc cf fcv-i >** 


deleterious effects are producer 
hum this elites of CUliljfUlilds. 


c. Provide specific guidance for follow-on therapy of overdose victims. Drug, 
dosage, lime, expected results, changes in signs or symptoms, etc. 

Answer: Usually victims of overdose wi ? l require on!* close observations and 
Q ) custodial care with protection The effects from overdue with two doses wear off in 
6-C hours. Piiysostigmine (!>0 meg/kg, im) is an effective antidote if the victim 
becomes a threat to himself or others. 

d. Provide specific guidance for follow-on treatment of nerve agent victims who have 
used the two injectors provided but who still show symptoms of nerve agent poisoning. 

How much atropine, how often? Is the use of additional combination antidote contra- 
indicated? When is 2 -FAiVi Chloride indicated? Include descriptions of expected signs 
and symptoms anti expected responses. 

% 

Answer: An individual who still shows signs and symptoms of nerve agent intoxication 
after receiving two. doses of the TAB mixtuse should he treated with atropine and given * 
assisted ventilation, if rcquiicci, in the manner commonly prescribed for such poisoning. 

The dose and frequency of atropine and oxime should be left to the judgment of the physician. 
Oxime should be administered unless it is known that the nerve agent is refractory to its 
aotion. It is anticipated that the signs and symptoms would be no different than those of the 
individual treated v/ilh atropine. Additional doses of Ihe TAB mixture are probably not 
contra-indicated, but this is norknown with certainty. 

e. What complications would result if this drug is illicitly used in conjunction 
with alcohol and/or ether com.vcnly abused ' ,;, »os (nr^ct amines, l uibilurates, - 

r irijuana, etc.)? Hcv; v/cuid this ci;?:*:;: i* : o 


) 



Answer: The off: els of the use of tlte TAB mixture with commonly abused drugs 
are unknown. On the U « sis of previous experience, it would be expected tliat 
depressants, narcotics, and cannabis derivatives would tend to increase incapacita- 
tion, and stimulants such as amphetamines cillrcr have no effect or shorten period. 

• 

2. XM258 Skin Decontamination *<it. 

-a r -What will be the expected ,rdsull$ of ingestion of the components of this kit? 

Of multiple kit ingestions? 

Answer; It is hig.ily unlikely that there v/ill be abuse of- the decontamination kits. 
Although there is 72/t ethanol in Solution M A, U the phenol (10*/#), the sodium 
hydroxide (5%), and die ammonia present would make il highly unpalatable, and very 
irritating to mucous p.embrancs. 

b. What is the to .icity of chloramine B powder? 

Answer: The snirw may be said for the ‘TV 1 solution. Chloiamine B is irritating, 
but not extremely toxic, but it hrs a strong odor which would negate any desire for 
ingestion. 

c. What are the expected signs and symptoms of ingestion? 

Answer: The signs cf accidental or purposeful ingestion would be that of upper 
and lower gastrointestinal mitation, nausea and vomiting, with model ate to severe 
irritation of mucous membranes of mouth and throat. 

d. How is ingestion treated? 

Answer, Gastric lavage will probably be unnecessary. 

\ 

e. What would be the complications involved if both the contents of the XM258 

kit and the nerve agent antidote were used? Would this change the treatment regimen? 
Would thisxhanue lie signs or symptoms? % 

* Answer: The amount of alcoM present in Solution "A 11 would be equivalent to a 
straight shot of Lemon Hart Rum (1-1/2 o? 144 proof). If both the concerts of the 
XM25C kii and the nesve agent antidote kit were used, the end result would be a 
disoriented individual who is unsealed and vomiting. Gastric lavage will probably be 
unnecessary. ♦ 
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VOLUNTEER* 8 PARTICIPATION AGREEMENT 


KANE ^ 

Age 1 Grade Serial No. 

Organization _ 

Name of Nearest Relative 

Address of Nearest Relative 

Telephone Number of Nearest Relative 


I, , have received, read ?nd 

understand. a document entitled. 'Medical Research Volunteer Program 1 , copy af 
which is annextd hereto, and that the general nat;;e of the experiments i have 
volunteered to participate in have been cxpluir.iu ; rvrt the tiluudpoiut of pcssi 
ble hazards to my health. It is my understanding that the experiments are so 
designed, based on the results of animal and previous human experimentation, 
that the anticipated results will .justify the performance of the experiment. 

1 understand further that experiments will be so conducted as to avoid all un- 
necessary physical and mental suffering and injury, and that I will be at 
liberty * ° rwjHp*t that tin* f-xperimen! *; hr ter**** at any tine if !»*• \.y 

opinion 1 have reached the physical or mental state where continuation of the 
experiments becomes undesirable. 

1 recognize that in the pursuit of certain experiments transitory dis- 
comfiture may occur and when such reactions seem especial lv * to occur I 

will be so advised. I recognize, also, that under these cu c \.<t .»nces, I rust 
rely upon the skill and wisdom of the physician supervising t e experiment to 
institute whatever medical or surgical measures are indicate,! to protect rx . 

There has been no coercion, element of fraud or deceit, J.uiue wo.-l suasion 
or other adverse pressure brought to bear in my volunteer. this duty. I 

have done, so of -my own free will, completoly aware of all .. d * , rewards and 
recognition involved. , 

DATE:. 1 WITNESS: 


SIGNED: 


WITNESS: 


[ BEST COff lVAUttE ] 
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DEPARTMENT OF THE ARMY 

M t ADQU ART CR$. IOOIWOOO ArfSCMAL 
COCIWOOO ARSENAL. NAJtUANO 1*010 


UNCONDITIONAL CONSENT FOR USB OP PICTURE AND SOUND 


The Unltod States Government la (ranted the right to 
use, to the oxtent and for the purpose It desires, any 
pictures (still, motion, those transmitted via TV or recorded 
on video tape or otherwise) and sounds (vocal, instrumental, 
or otherwise) whether used together or separately, taken or 
recorded by or on behalf of Edgewood Arsenal. 


wm 


. (Signature) 


(Home Address) 


(Military Address) 


Above consent obtained b y 

' (Signature) 


% 
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INTRODUCTION 

The Commander of Edgewood Arsenal and the staff of the Medical Research 
Division of the Biomedical Laboratory welcome you as a participant in the 
Medical Volunteer Program. We hope your stay here will be interesting 
and that your participation in the various testing programs will be pro- 
fitable to you and the US Army. In this handbook you will find general 
information and an outline of the facilities available at Edgevood Arsenal 
as well as your responsibilities as a medical volunteer . 
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EDGEWOOD AR8 E1AL AND ITS MEDICAL VOLUNTEER PROGRAM 


Edgewood Arsenal is the commodity management center for chemical agents 
and munitions (Including flame and incendiary systems, smoke generators, 
burning smoke-type pyrotechnic items, smoke grenades, pots, and canisters), 
chemical and biological protective equipment and systems, and related test 
and handling equipment. The arsenal has also pioneered research in air and 
water pollution detection and control. 

The installation is located on the Gunpowder Peninsula in Harford County, 
Maryland, approximately 20 miles northeast of Baltimore. The peninsula, often 
referred to as the Gunpowder Neck or the Gunpowder Reservation, extends into 
the Chesapeake Bay between the mouths of the Gunpowder and Bush Rivers. It is 
approximately 8 miles long and averages 2 miles in width,. 

The arsenal dates from World War 1 when several plants were built here 
for filling shells with toxic agents. After the war, the plants were placed 
in standby and the major operation became the manufacture of protective (gas) 
masks. During the 1920's the research and development work of the Chemical 
Warfare Service (later known as the Chemical Corps) were centralized here. In 
the years between the two world wars the installation became the chief center 
of all chemical warfare activities. In the prewar and early years of World 
War II major renovations of the physical plant and new construction were com- 
pleted. The peak figure for civilian employment during World II was approx- 
imately 10,000. 

Many organizational changes have taken place since World War II. Re- 
search and development have replaced manufacturing as the major function and 
Edgewood Arsenal became the Army's commodity management center for chemical 
research and development in January 1966. The arsenal's facilities are 
modern and provide a vast range of special capabilities in scientific investi- 
gation and engineering. The focus of the Biomedical Laboratory, which is 
responsible mainly for prophylaxis and therapy for chemical agent intoxica- 
tion, is the John R. Wood Building, first occupied in 1968. It is a life 
sciences laboratory building with advanced design for conducting clinical 
research, experimental medicine investigations, and studies in pathology, 
psychology, human factors engineering, and immunology. 

% In addition to offices from which the arsenal's biomedical research ef- 
fort is directed, the building houses l4o individual laboratory elements in- 
cluding a clinical ward, X-ray facilities, observation rooms, and consulta- 
tion rooms. Computerized handling of medical data is also an adjunct to the 
research programs. 

Other buildings in the complex house many specialized facilities for 
work in the life sciences. These include versatile facilities for physio- 
logical testing (for example, a modern climate-control chamber), a Labora- 
tory animal breeding and holding colony, diverse research laboratories, and 
a center for ecological studies. 
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Professional medical personnel assigned here represent many special* 
ties and are equipped with a wide variety of research tools. Closed cir- 
cuit television affords central, constant observation of volunteer test 
subjects and its visual record advantage is used for various types of 
clinical studies. 

Since 1922 volunteer subjects have been an Integral part of the bio- 
medical effort. For almost 20 years the volunteers were employees, usually 
connected with the particular research requiring human subjects, who offered 
to submit to the various tests, this expedient arrangement probably suf- 
ficed for so long, because the staff was too small to generate requirements 
for large numbers of human tests. For Instance, In 1927 the staff consisted 
of 18 people and by 19**0 had only grown to 25 . However, during World War 
II, the demand for volunteers burgeoned and authority was granted to recruit 
volunteers from among enlisted personnel. This was a tremendously success- 
ful effort, but with the end of the war, the requirement for volunteers 
diminished. For the next 8 years, it was met satisfactorily by local per- 
sonnel. 

By 1955# new types of chemical agents were discovered or developed, 
and the success of the medical research effort depended on a stable source 
of volunteer subjects. Although extensive preliminary work can be and is 
done in animals, the ultimate test is in humans. 

Therefore, in 1958 the medical volunteer programs, essentially as it 
is today, began. Each Army area in the Zone of Interior is responsible for 
recruiting volunteers on a rotating basis. Since 1958, over 7,000 volun- 
teers have reported to the Biomedical Laboratory. 

j 

Approximately 300 to 600 volunteers for each cycle of the program ( four 
cycles per year) are screened, and approximately 55 are selected. The sel- 
ection process is based upon consideration of the individual's medical and 
social histories and the results of standard psychological and intelligence 
tests. The evaluation, interpretation, and correlation of these data are 
considerable tasks. But they -as sure that only those volunteers who are 
physically and mentally fit for the studies are selected. The medical vol- 
unteer program is conducted by the Medical Research Division and many of the 
actual tests are performed within its Clinical Research Branch. The mission 
of the Clinical Research Branch Includes the evaluation of chemical agent 
effects in man with a goal of developing the most effective treatment. This 
branch also provides medical support for tests of protective masks, clothing, 
equipment, etc., performed elsewhere on the installation. In practice, this 
means that tests involving volunteers may be in the ward, in a hospital en- 
vironment, in special chambers, under carefully controlled conditions, and 
In the field. The Director of the Biomedical Laboratoiy is the responsible 
physician for the operation of the Medical Volunteer Program. 

If you. are one of those selected, you are to be commended for volun- 
teering, and you can have the personal satisfaction of knowing that six to 
nine other volunteers failed to qualify for every one that was selected. 


) 
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GENERAL INFORMATION 

Medical volunteers are assigned to Headquarters Company (HHC) for 
rations, quarters, and administration. HHC must be notified of inability 
to appear for morning formation as soon as possible (ext 4565). * The us- 
ual army standards of military wearing, dress, and courtesy as set forth 
by HHC must be complied with, railure to do so will result in discipli- 
nary action. Daily duties are determined by Chief, Clinical Research 
Branch, and his representatives. Test schedules wiih dates, time, and 
place of assignments will be posted dally on the bulletin boards provided 
in the barracks and in the dayroom of Building E510&. They should be con- 
sulted frequently for deletions, additions, and possible changes. Failure 
to comply with test schedules could result in the return of volunteers to 
their permanent duty stations. You will be introduced to your Platoon 
Leader and Platoon Sergeant who will be available at all times to assist 
you in personnel problems, pay, leaves, passes fluid etc. Your dally ac- 
countability and control will also be their responsibility. 

Quarters 

Volunteers will be quartered in Building E4465 located on Austin Road, 
(Telephone 671-5465). All personnel in the barracks will be awakened at 
0600 hours Monday through Thursday. Unless otherwise instructed volunteers 
must be at Building E5100 for roll call at 0800 hours Monday through Thurs- 
day. Normally, a standby inspection is conducted is the barracks on Thurs- 
day morning at 0750 hours by CMDR, HHC, and Platoon Sergeant. Other inspec- 
tions will be announced when necessary. 

Each volunteer is responsible for keeping his assigned barracks area 
clean. There are no fatigue details outside the basracks or in other areas 
not used by volunteers. 

Consolidated Mess 


A numbered mess card (DD Form 714) will be isaied by the administra- 
tive NCOIC of HHC during in-processing and must be shown when entering the 
mess hall (ext 5279)* Personnel on leave status (emcept for convalescent 
leave) may not eat at the mess hall unless they pay for the meal since sep- 
arate ration pay is drawn for leave. 

losses fluid Leaves 


Every volunteer will receive 5 days of pass tine for every 4 days of 
duty. When possible pass time will Include the wec&end, but compensatory 
time will be given if testing is scheduled for Fridtay, Saturday, or Sunday. 
Ordinary leave cannot be granted prior .to arrival cm departure from Edgewood 
Arsenal; it must be obtained through your home post. While at Edgewood 
Arsenal leaves for unusual, circumstances may be approved and issued by HHC. 
Requests for leave (DA Form 51) must be approved first by the Volunteer 
Administrative Office. Volunteers must sign in fluid out in the Orderly 
Rooms of HHC when returning from or departing for normal or convalescent 
leaves. Passes under 72 hours (short version of DA Form 51) do not reauir* 


5 



861 


signing out or in. 


* To dial Edgewood Arsenal nunbers fran outside the installation, first 
dial 6jl and then the extension you want. 

M 


Pay calls are held mid-month and at the end of the month in the 
Administrative Office, Bldg E3100. Partial payment can be authorized 
by the Cdr, HHC. No TDY payments will be made at this station. TDY 
payments will be issued to Medical Volunteers in advance by their home 
stations or upon their return to home station after completing their 
TDY assignment. Any questions concerning pay or allowances should be 
directed to the Platoon Sergeant. 

Privately Owned Vehicles 

Temporary passes may be obtained at the Main Gate. 

Temporary registration . Vehicles will be registered as soon as 
possible a&er arrival at the Pass and Registration Office in Bldg E4420 
(ext 2222) which is open only on Wednesdays from 0900 to 1500 hours. 

Proof of insurance, license registration, and a valid operator's license 
must be presented in order to obtain a post decal. Post decals are not 
needed if vehicles have decals from the volunteer's permanent duty station. 
A copy of the volunteer's TDY orders should be Kept in the vehicle at all 
times. Motorcycles may be operated on this post. 

Mail 


Mall may be picked up at the mail drop at the following hours : 

Monday through Friday 1000 and 1500 

Saturday None 

Mail call is as follows: 

Monday through Friday 
Saturday and Sunday 

The US Post Office at Edgewood Arsenal is 
is open: 

Monday through Friday 
Saturday 

The address here for volunteers is: Name 

Service No. 

HNC, Edgewood Arsenal 

Aberdeen Proving Ground, MD 21010 


1130-1215 

None 

located in Bldg E4405. It 


0830-1700 hours 
0800-1200 hours 
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Post Exchange Services 


Main Store located on Lietzan Road 

Bldg 

BW*15 

676-1262 

Service Station 

Bldg 

EU26l 

676-2365 

Barber Shop 

Bldg 

eMio 

676-2616 

Watch Repair 

Bldg 

eM»15 

676-1262 

Automotive Repair 

Bldg 

E5137 

676-2363 

Cafeteria 

Bldg 

EM*15 

676-1313 

Laundry 

Bldg 

eM*J5 

676-1262 


Medical and Dental Care 


Volunteers must report to the Volunteer Administrative Office to pick 
up their medical records before reporting to sick call or dental sick call. 
8ick call is from 0800 to 1000 Monday through Friday at the US Array Dis- 
pensary (Bldg E4110). Dental call is from 0800 to 0900 Monday through 
Friday at the Dental Clinic (Bldg E4ll0). Bnergency treatment is availa- 
ble at any time (ext 3236). 

Chapel 

The Chapel is located at the corner of Hoadley and Austin Roads where 
chaplains of the various denominations are available for consultation by 
appointment. Information concerning the times of all religious services 
may be obtained by calling ext 4109. 

Transportation 

Location 


Edgewood Arsenal is readily accessible by private automobile from US 
Route 40 and Interstate Route 95, which connect Baltimore, Washington, D.C., 
Wilmington, and Philadelphia. State Route 24 runs east from US Route 40 
into the town of Edgewood and to the installation. State Route 152 runs 
east from US Route 40 direct to the installation. 

Commercial Transportation 

Air 

The nearest air terminal is the Baltimore-Washington International 
(BWI) Airport which is accessible from the Washington-Baltimore Parkway. 
Information and reservations may be made locally by calling 7-2795 (Aberdeen 
Proving Graind). Tickets may be picked up at Bldg E4603 at Deer Creek Loop 
and Rodman Road on Aberdeen Proving Ground. 

Bus 

The Greyhound Bus Lines services are available in Edgewood at 
2200 Pulaski Highway (Route 40), (Cross-corner from McDonald's). Telephone. 
9-676-O5OO. 
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Hall 

Amtr&k (Metroliner) service Is available from the Pennsylvania 
HR Station located between Charles and St* Haul Streets in Baltimore. 

For information call* 800-523-5700 (toll free). 

Taxi 

Taxi service is available from Edgevood (Route 40). Call 676-0500* 
or 676-0527. 

Government Transportation 
Taxi 

A radio-dispatched taxi service is provided for official business* 
frcm 0800 to 1200 hours and from 1230 to 1600 hours Monday through Friday 
(ext 3063). 

Bus 

There are scheduled bus services throughout the day. Please 
check bulletin board for the time and destination. 

Bulletin 


A Weekly Bulletin* issued on Thursday* contains both official and un- 
official information about Edgevood Arsenal. It is posted on the bulletin 
boards in the barracks and in the Administrative Office in Bldg E3100. 

Banking Facilities 

Commercial and Savings Bank 676-4242 
Edgevood Road (near Main Gate) 

Arsenal (FX Building) Open all day Friday — _ 

First National Bank 676-4321 
Edgevood Shopping Center 
705 Edgevood Road 
Edgevood* MD 

Telephone Calls 

Off-post telephone calls can be made from any public telephone at 
various locations throughout the post Including the day room at Bldg E3100. 

Special Services Facilities 

The Special Services Office is located in Bldg E4405 at the corner of 
Austin and Wise Hoads (ext 3375). Activities under the jurisdiction of the 
Special Services Office are listed below. 
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Athletic 


The Sports Office, located Bldg E4210, Austin and Otto Roads, controls 
the post gymnasium, seven softball fields, football and baseball fields, an 
St swimming pool, five tennis courts, and eight air-conditioned bowling 
alleys located in the post gymnasium. Bldg E4210. The gym also basketball, 
handball, and squash courts, and table tennis and weight lifting facilities. 
Equipment for hunting and fishing is available at Special Services Supply 
located in the building. The number for the gymnasium is ext 3379; the 
number for the bowling center is ext 2294. 

Service Club 


The Service Club is located in Bldg E4l4o, a completely air-conditioned, 
modern building on Austin and Wise Roads. It contains a game room equipped 
with pool and snooker tables, shuffleboard, and table tennis tables. There 
is also a ballroom with a stage where dances and shows are held. A tele- 
vision room with color television, a music room, a reading room, and a 
snack bar are provided for off-duty relaxation. Two Service Club Directors 
are on duty to plan entertainment and render numerous services for all en- 
listed personnel. The hours of operation are Monday through Friday, 1400- 
2230 hours; Saturdays, Sundays and holidays 1300-2230 hours. The club 
serves the military 363 days a yepr (ext 2713). 

Poet Library 

The Post Library is located in Bldg E4405, Austin and Wise Roads, 
across from the Stark Service Club (ext 3589). All military, military 
dependents, and civilian personnel are invited to use its many facilities. 
Over 13,000 books in all subject fields, including reference and circulating 
collections, best sellers, mysteries, westerns, science fiction, and child- 
ren's classics, may be found on the shelves. An excellent phonograph col- 
lection includes 2, 000 long-playing and stereo recordings of classical and 
semiclassical music, plays, poetry, dramatic readings, and foreign language 
courses. All recordings circulate or can be enjoyed in the library's com- 
fortable listening room. Periodicals include over 73 magazines In both tech- 
nical and popular fields, as well as .newspapers from major cities throughout 
the country. Librarians are on hand to answer reference questions, give 
readers' advisory service, and generally assist the patrons. Hours are 
1200-2100 Monday, Tuesday, Wednesday, the library is closed Thursday, Friday 
and 1200-1800 Saturday and Sunday. 

Movies 

The post theater is located in Bldg £4810, located on Austin Road 
across from the Chapel. Movie schedules are published in the Weekly Bulletin 

Museum 

Aberdeen Proving Ground has an Or dance Museum located at APS. It con- 
tains many interesting and historical items of warfare used during WWI and 
WWII. 



Hours are; Tues-Fri 1200 to 1700 hours 
Sat-Sun 1000 to 1700 hours 

Model Railroad 

An extensive model railroad is maintained and operated in Bldg E4310 
on EA and is open to the public 1830 to 2100 hours Tuesdays and Thursdays . 
For information call 676-3636. 

Noncommissioned Officers* Mess Facilities 

The NCO Club is located on Junkin Road and is open to all enlisted 
grades serving as Medical Volunteers (676-9499). 

Craft Shops 

The Multi-Craft Shop, located in Bldg E4440, has a ceramic room, model 
airplane room, darkroom, and all types of hand and machine tools for wood- 
working, metalworking and other crafts. Call ext 2153 for hours of opera- 
tion. 

Auto Hobby Shop 

The Auto Hobby Shop is located in Bldg E4270. Call ext 3889 for hours 
of operation. 

Miscellaneous 


1. Volunteers may secure valuables at the HHC safe. 

2. All privately owned firearms must be registered with the pass 
and registration office in Bldg E4420 (ext 2222) which is open only on 
Wednesdays from 0900 to 1500 hours. The weapons will be stored in the 
HHC arms room. 

3. Cameras are not allowed in the test area of Building £3100 or 
in other designated areas. 
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THE TESTING PROGRAM 

During moat of your first week here you will go through "in-processing'!— 
a aeries of physical, mental, and laboratory examinations that guide the 
medical staff In assigning yoi* to the testa for which you are beat fitted. 

You will receive a thorough physical examination during which the doctor 
may talk to you about items in' your medical history. You will have numer- 
ous blood and urine tests to measure your red blood cells, white blood 
cells, liver function, and kidney function. You mill have an electrocard- 
iogram (heart teat), a chest X-ray, and perhaps an electroencephalogram 
~(braln-wave teat). Finally, you will be asked to complete some psycholog- 
ical tests, including the Number Facility Teat. 

Occasionally during these examinations, an unexpected abnormality is 
discovered* In this case a physician may call you back for special exam- 
inations or further tests, or you might be referred to Walter Reed Amy 
Hospital or another Army medical facility for further expert opinion. 

The research program itself consists of a wide variety of tests. 

These include tests of chemical agents that may affect a person either 
mentally or physically (these are conducted in the ward or in a padded 
room area); tests of drugs under consideration as possible treatment for 
chemical agents; tests of gas masks and other protective equipment; 
studies on the skin penetration of agents under various temperature con- 
ditions in a climatic chamber; studies of irritant (tear gas-like) com- 
pounds both in the laboratory and in the field; studies of performance 
measures, etc. 

Each test proposal is carefully thought out by the Investigator and 
submitted as a research task plan to the Medical Board. This Board, con- 
sisting of the Chief, Clinical Research Branch; Chief, Medical Research 
Division; Deputy Director, Biomedical Laboratory; and Director, Biomedical 
Laboratory; evaluates the plan in terms of need for the test, appropriate- 
ness of the test, and, primarily, whether it is safe for a volunteer to 
participate in the test. Before any volunteer is assigned to a test, all 
of these physicians must signify their approval. 

* The schedule for tests and related duties is posted on the third floor 
bulletin board in the barracks and should be consulted at 0730 and 1700 
hours dally. Volunteers leaving the barracks, the mess area, or the Clin- 
ical Research area should sign out in the company register so they can be 
contacted if an unexpected need arises. 

Volunteers should report promptly to the test area at the time in- 
dicated on the schedule. Tests which require an overnight stay in the 
teAtlhg^ariar will be announced beforehand, and volunteers on such tests 
should bring the necessary shaving and bathing equipment, cigarettes, etc., 
with them when they report. 


All tests are conducted by a medical officer or a physician is in 
charge of the medical aspects of the test. He should be consulted if there 
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are any questions before, during, or after the test. Volunteers are not 
to leave tbe test area or use the telephone without the pe mission of the 
physician in charge. No visitors are permitted during the test. If the 
day room in the Clinical Research Branch is not in use, volunteers con- 
fined to the ward area while recovering from a test may use it with the 
physician’s permission. 

The Medical Officers and other members of the professional staff 

are interested in your welfare and you are free to consult with them at 
any time, they will be happy to answer your questions and to assist you 
in any way they can. 


1 2 
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Telephone numbers 


Bnergency (On post) 


17 

Edgewood Arsenal 
Clinical Research Branch 


671-2011 

Administrative 


3984 

Nurses Station 
Volunteer Barracks 


2336 

3465 

4365 

Headquarters Company 


US Army Dispensary and Dental Clinic 


3236 

Post Taxi 


3063 

Chapel 


4109 

Taxi Service (Edgewood) 


676-0500 

676-0327 

Bus Service (Oreyhound Bus Lines) 


676-0500 

Railways - Amtrak 


800-523-5700 

Air Reservation and Information 


7-2795 

Gym 


3375 

Bowling Center 


2294 

Special Services Activities 


3375 

Post Library 


3589 

Post Exchange 


676-1262 

Barber Shop 


676-2616 

Cafeteria (FX) 


676-1313 

NCO Club 


676-9499 

Post Service Station 

- 

676-9499 

draft Shop 


2153 

Auto Hobby Shop 


3889 

Model Railroad 


676-3636 

Mess Hall 


3279 

New Systems laundry 


676-1551 

Service Club 


2713 

Four Seasons Shop (PX Garden Shop) . 


676-1303 

Clothing Sales Store 


3224 

L and H Cleaners (Edgewood) 


676-3656 




IMCATffl 
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Memo on DOD/FDA meetings 


The only record of such a meeting involving Edgewood Arsenal 
^Ls attached. Many informal meetings have taken place between 
The Army Investigational Drug Review Board staff and the Food 
and Drug Administration on projects not conducted by Edgewood 
Arsenal . J Colonel Barquist was not stationed in The Office of 
the Surgeon General in 1967 and it is believed that the 
conversation' with Dr Jennings did not take place then. 


Jrifl 



WNNBTH R. DIRKS. M 0 

<W.I. MC 
Commanding, USAMROQ 
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FK0P05H9) MJbb**'. 

DOD-DHFW KFRTINU 
5 KOVCKlsCK 1974 


1, Purpose of Keeling 

2. Videotape 

3. Composition of Antidote/ 
Composition of Deeon Kit 

4, studies Completed 


COL Bar quiet 
nr. McNamara 
LTC Dc t tor 

IV. Van Sim 


a. Individual Oo; -iponents Animal studies 

b. Individual Co./p ;j ncnt l Hunan V> t u d i c !, 

c. Combined Drugs Animal Studies 

d. Combined Drug: Human Studios 


5 . Sources , I ~ ckagin? , Labe 1 * n<; , 
and Tea t ii*g 

6. Concept for Deployment 

7. Future Flans 

8. Discussion 


Nr. Tre.ub 


LTC Dot tor 
Dr. Van Sim 
COL Darquist 


5 minutes 
10 Minutes 
15 minutes 

1 hour 


10 minutes 

5 minutes 
10 minutes 
30 minutes 


[JH fJBOBO 
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. i»»? r»ii: ‘ 


MHJJLCT; infor.iiau tonal , et-tins wit!. i ami Iuv$; Acind ion, 

Bureau of Cru;;s, Of lice of Scientific Lvaluation, Division of 
lieu rep*; a r.^aco l o gy a 1 Drug Produc* r (HFO-120) on the Antidote 
and Ouc'iUt •t/.i station Kit 


Nerve Agent on 5 Nov 74 at 5600 Fishers Lake, Rockville, Ml) 20852 
l* Persons Present: 

Barrett Scovillc, M.O. COL F.dmund Fountain! Biomedical J~.bovu:o»y 

David Scally, M.D. Bernard McNamara, PM), Biomedical Laboeuev 


KotTwri Jlhnli.r. 


Van It. Jin, M.D., bW.Modlc.l f.j : ;r.do.v 


* *U !>r. lYrvjs 


It in T r »vi 


Mrs. «;r'(v b'.tcrt COI. Rich; id Parrjui vt., USAMRDC 

>is Vera Clocklin, PhD LTC Charles Bettor, USAMRDC 

CPT Gerald War, nark a, USAMRDC 

?. COL i sc i nttW.uced the pi t*d agei'da (led J) and explained 

that i !»Ctf» Cir * 2S, °» t -.e tier i \ to 1 1» \ a hi ‘ill. #*•* c effnr j ». •<,» 

produce .va ir.tiriore and dccotiiaml nation kit lor chemical nerve aa*"*.*:, 

— » 

a nd to solicit FDA's co;:ncnt« and surliest lens* Copies of tho Memorandum 
of Understanding between the Pood and Drug Adstnistmtion and the Department 
of Defense Concerning Investigational Use of Dru^s by the Department of 
Defence (FDA-MOU- 7 5-3) were provided to these present (Incl 2)* 

I. Call. IVimtain preheated batkj'r<n»nd material on iho devel upnenl «*» i he 
antidote and dcccncar.a* nation Mr. This presentation war* followed by a 
vide**.-: ape showing the effects o:* *.u*’ ve n*,eat intoxication in rhesus 
ponkeyr hoi h with the present decent .•♦••in.-f* f»* » and therapy and the ni'V’ 
decor.tc.: ;in :t ion and therapy. 
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L'i’C IkUor present i.u lLc .mlidoLc u.iu iku‘it ^;ilnaiiOA kit to the 
group i n order that they might nee the labeling and examine the con- 
tainers and cent cats (incl 3). HI feet ft of nc; ve agent intoxication 
were su:.Miri>vd (Incl 4) as well of; Lite clictutcal contained In the 
Antidote (Incl 5)* 

t. Dr. Sin j- resented a ftum.fl.iry of inforn.:tlc»r presently available from 
animal and human testing of the antidote performed at Biomedical Labora- 
tory. Discussion ensued concerning laboratory and chemical experience 
t.ir.’Mnr combinations garnered ;r* % ;. Ka m i an .mil V.igor.lavian literature. 

6. Ur. MmcN.ruru showed the plans lor future I isliug of the antidote 
and any variation of the antidote in various specie* and against chal- 

. - i _ . . . r 

W v ) . 1 . i t ia. t.v.4 % %, (..,vnw iwi» ui iti.iutu 

7. Hr* Tim eh presented f nfoinaaif on on sources and manufacture of 
i.t*iterial a, filling anj puckayinp • •{ tin* .nili'lol t* and the stability 
and operational tests to which the antidote and its injector would be 

, .. i • 

% 

subjected. 

8 . 

and 

AiV 

coutA/ii nation kit to each soldier, replacing the three Atropenft be is 
lud at |*»’« •eut. 

0. COL U.u.jiiiftt reiterated that our dcpl»»vru*!*i is not Lhe same concept 
in placing a \\c\: drug c»u the • that rer .• I tie?, re hope Is that it 

v : 1 1 «*t *.**•:• J; Wi* to he usaj. ;|. l‘u» :*.:»!• a :l.i? group not pose 

objections to our Guployr.;cat and be willing to review our testing data 


LTC Pet tor stated th e present medical defense against nerve agents 
the proposed deployment of two antido.ic autoin jectors ana o’WC du* — 
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10. Some iv..-.tcnts a..d tjucsiiOiir. put AtV! !• Jy tiic Division of Nouro- 
phnrsiaco) «»gi c *1 Drug Products mcribers* 

a. Didn't the Inject ion ot tin* ant idol' nake a man "dopey" acting? 

l>. Doc.*. Survival Technology have the capability to fill the auto* 
injectorr.? 

c. Would you use this :ra:tt*riol for prophylaxis? 

d. How would you handle decontamination *»f the Coco? 

c. One dose way n w t n'eed long term toxicology data. 

f. Why do you need so isany anlwalr. in all yovr toxicology work? 

g. . We would like tu review d.«ta currently available on the efficacy 
rad value oC the proposed dose* 

n. in.v does use oT tin* tie i;\ vlrh the cerbet si turtles’ 

f. Do you think the nerve njent inioxt cal ad -soldier will be able 
to road and lello*.* th.- «h*com .» ion im* n\s.f:*m,? 

. j. Wli.it happens to the pharmacologically cCCcctive groups in the 

* • ‘ \ 
antidote ar. aging occurs? 

k. Suggest direct contact between I he* laboratory and our people 
lo talk over various (questionable areas encountered. 

l. Wouldn't «i capability to artificially ventilate a casualty be 
«.orv efCci'.ive l3k.ii t!:ij .mtiwio? 

ii. Su.'j-.ost looking at a Mitering eg. pi fur I be ethanol in the 
decor, hit. 


*.». !!.»;*py to co r.ivnt: on written s u ' * 

John Purvis (443-3S71). 

! . ’ : . • r ;.-:*re. v t l 


•*aio.;. C‘vi;:**!ct point: 


*»:h k:v f Vh l U$A.V*\t.C 



V. Central Intelligence Agency Directives and Pertinent Reports. 


TO-OM O - Tf - M 
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CENTRAL INTELLIGENCE AGENCY 


WA9HIMOTON«D«C* 


Honorable Edward M . Kennedy 
United States Senate 
Washington* DC 20S10 

Dear Senator Kennedy: 

1 am writing in response to your Freedom of Information Act request 
concerning the following documents: 

_ Memorandum for the Director* Central Intelligence* 
from J. S. Earman* Inspector General* dated 26 July 
1963* on Report of Inspection of MKULTRA, and 
attached Report of Inspection of MKULTRA/TSD . 

You may recall that when our Deputy Director for Science and Technology* 
Mr. Carl Duckett* testified before your Subcommittee with respect to this 
document* he expressed reservations about its release but indicated that 
it was the desire of .the Director that we continue our review of the documents 
to determine if any information therein could be released . These documents 
have been reviewed and copies of segregable portions thereof are enclosed 
herewith. Portions have been deleted in accordance with exemptions (b)(1)* 
(b)(3)* and (b)(5) of the Freedom of Information Act as noted below. 


Deletions 1, 2* 3, 5. 7* 8* 9* 10* 11, 12* 13* 15* 16, 17, 21, 22* 23* 24* 

26* 28, 32* 33* 34* 35* and 36 are not provided inasmuch as the information 
therein is in fact properly classified under criteria set forth in Executive 
Order 11652 and is exempt from automatic declassification under 5(B)(2) of 
the same order and thus is exempt under (b) (1) of the Freedom of Information 
Act. Additionally, information contained in these deletions pertains to 
intelligence sources and methods which the Director of Central Intelligence 
has the responsibility to protect from unauthorised disclosure per section 
tt)2 (d)(3) of the National Security Act of 1947 and thus is exempt under (b)(3) 
of the Freedom of Information Act. 

Deletions 18* 19* 20, 27, 29* and 31 are not provided inasmuch as 
the information therein pertains to the organisation* functions, names and 
official titles of Agency personnel which the Director of Central Intelligence 


a 


j 
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has the responsibility to protect from unauthorised disclosure pursuant 
to section 6 of the CIA Act of 1949 and thus Is also exempt under (b)(3) of 
the Freedom of Information Act. 

Deletions 4 , 6, 14 , 25 , 30 , 37, and 3$ are not provided inasmuch as 
the material therein is in the nature of infra- agency communications consisting 
of advice , recommendations , opinions • and other material reflecting the 
deliberative process and thus is exempt pursuant to (b)(5) of the Freedom 
of Information Act. 

Dr. Donald F . Chamberlain, Inspector General, made the determinations 
set forth above . 

As specified in the Freedom of Information Act, I am advising you of 
your right to appeal, within 30 days, by addressing your appeal to die 
CIA Information Review Committee , via the undersigned . 

Sincerely , 


Enclosures 



Information and Privacy Coordinator 


/ 


\ 
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26 July 1963 


MEMORANDUM FOR: Director of Central Intelligence 
SUBJECT : Report of Inspection of MKULiTRA 


1» In connection with our survey of Technical Services 
Division, DD/P, it was deemed advisable to prepare the report * 
of the MKULiTRA program in one copy only, in view of its 
u n u sual sensitivity* 

2. This report is forwarded herewith. 

3. The MKULTRA activity is concerned with the research ' 
and development of chemical, biological, and radiological 
materials capable of employment in clandestine operations to 
control human behavior. The end products of such research 

are subject to very strict controls including a requirement 
for the personal approval of the Deputy Director/Plans for any 
operational use made of these end products. 

4. The cryptonym MKULiTRA encompasses the R&D 
phase and a second cryptonym MKDEJUTA denotes the DD/P 
system for control of the operational employment of such materials. 


.1 


5. MKULiTRA was authorized by the then Director of 
Central Intelligence, Mr. Allen W. Dulles, in 1953. The TSD 
was assigned responsibility thereby to employ a portion of its 


R&D budget’ ... .2 ... . for research in behavioral 

materials . . .3. . . . under purely internal and com- 


partmented controls, (further details are provided in paragraph 3 
of the attached report). Normal procedures for project approval, 
funding, and accounting were waived. However, special arrange- 
ments for audit of expenditures have been evolved in subsequent 
years • 
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6. The scop* of MKUL.TRA is comprehensive and 
ranges from tha search for and procurement of botanical and 
chemical substancea, through programs for their analysis 
in scientific laboratories, to progressive testing for effect 
on ani m als and human beings. The testing on individuals 
begins' under laboratory conditions employing every safeguard' 
and progresses gradually to more and more realistic opera- 
tional simulations. The program requires and obtains the 
services of a number of highly specialised authorities in many 
fields of the natural sciences. 

7. The concepts involved in manipulating hum a n 
behavior are found by many people both within and outside the 
Agency to be distasteful and unethical. There is considerable 
evidence that opposition intelligence services are active and 
highly proficient in this field. The experience of T SD to date- 
indicates that both the research and the employment of file 
materials are expensive and often unpredictable in results. 
Nevertheless, there have been major accomplishments both 
in research and operational employment. 

8 . 


4 


9. Attached for the signature of the Deputy Director of 
Central Intelligence is a memorandum transmitting the report 
to the Deputy Director/Plans requesting a summary of action 
taken or comments on the recommendations contained therein. 


Inspector General 


Attachments - as stated 
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1 4 AUG 1963 

i • .» 

MEMORANDUM FOR: Deputy Director/Plans 
SUBJECT. 'i Report of Inspection of MKUDTRA. 


Forwarded herewith is the Inspector General's report 
of the inspection of the MKUL.TRA program. Please furnish 

me within 30 days a summary of action taken or comments 

\ ■ \ 

on the recommendations contai n ed therein.' 





* 


Marshall S* Carter 
Lieutenant Generals USA 
Deputy Director 


Attachment - as stated 
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REPORT OF INSPECTION OF MKULTRA/TSD 

"y 

X. Introduction 

1. Technical Serricea Division (TSD), (then Technical Support 
Staff), received authorisation from the then Director of Central 

Intelligence, Mr. Allen V. Dulles, on 3 April' 1953 to develop and 

* . ’ 

maintain continuing operational capabilities in the fields of a) 

5..... 'ftnd 

b) chemical and biological materials capable of producing human 
. behavioral and physiological changes, (see Tab A), The cryptonym 
MKUI/TRA was assigned to encompass TSD*s research, development 

t t * 

. and equipment activities in these two fields. The cryptonym MKDELTA 
had already been assigned by DD/P Notice No, 220*1 on 20 October 
1952 (since revised * see Tab B)>as the indicator covering DD/P policy 
and procedure for the use.of biochemicals in clandestine operations, 

2, The MKULTRA charter provides only a brief presentation 
of the rationale of the authorised activities. The sensitive aspects 

of the program as it has evolved over the ensuing ten years £re the 

0 

following: 

a* Research in the manipulation of human behavior is 
considered by many authorities in medicine and related fields 

} 

/ 
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to be professionally unethical, therefore the reputations 
of professional participants in the MKULTRA program are 

I * 

on occasion in jeopardy. 



Co A final phase of the testing of MKULTRA products 
places the rights and interest# of U# S* citizen* in jeopardy*, 

t ■ , 

de Public disclosure of some aspects of MKULTRA 
activity could induce serious adverse reaction in V» S. 

. public opinion, as well as stimulate offensive and defensive 

action in this field on the part of foreign intelligence services, 

* * • • • 

3» In recognition of the sensitivity of MKULTRA, TSD was 
authorised exclusive control of the administration, records, and 
financial accountings of the program# Simple statements of certification 
were all that were required of TSD to obtain advances of funds from * 
finance Division, The DCX's memorandum also exempted MKULTRA 
from audit, but this provision was modified to permit limited audit 
before the end of the first year* Funding of MKULTRA was eventually 
stabilized at . , # . 7 , . . # oi TSD's annual research and development budget. 
It has fallen in the neighborhood of . . . . 8 . . . . £er year over the ten~year 
history of the program, 9 


- 2 - 
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4. 

•i 


10 


5. The inspection o£ MKULTRA projects in biochemical controls 
of human behavior raised questions in the following area of policy and 
management which are dealt with in the balance of this report: 


- 3 - 



a. Scope of the MKULTRA charter: 

(1) Over the ten-year life of the program many 
additional avenues to' the control of human behavior 
have been designated by the TSD management as 
appropriate to investigation under the MKULTRA charter, 

including radiation, electro-shock, various fields of 

* * <’ * • ‘ 

psychology, psychiatry, sociology, and anthropology, 
graphology, bar r as ament substances, and paramilitary, 
devices and materials* 

(2) Various projects do not appear to have been 
sufficiently sensitive to warrant waiver of normal Agency 
procedures for authorization and control* 

. (3) Other secure channels for establishment and 
funding of Agency-sterile activities have been evolved 
over the past ten years by Deputy Director/Support (DD/S) 
and in some cases could reasonably be employed by TSD 
in lieu of MKULTRA procedures* 

Injyiew of these developments there is substantial agreement 

« 

among all parties concerned that redefinition of the scope of 
MKULTRA is now appropriate* 

b / MKULTRA management policies: 

(1) The original charter documents specified that 
TSD maintain exacting control of MKULTRA activities. 



In 00 doing, however, TSD has pursued a philosophy 
• of minimum documentation in keeping with the high 
sensitivity of some of the projects*. Some files were 
found to present & reasonably complete record, including 
most sensitive matters, while others with parallel 
objectives contained little or no data at all* The lack 
of consistent records precluded use of routine inspection 
procedures and raised a variety of questions concerning 
management and fiscal controls* 

. ( 2 ) Lack of records essential to inspection of 
MKUI/TRA moved to the forefront among issues as the 
present survey proceeded. Under normal circumstances 
the inspectors wou?d have examined an inventory of dis~ 
crediting, disabling, and lethal substances perfected or 
procured from whatever sources* The records on * 
representative items would have been reviewed according 
to such standard criteria as: 

(a) How were the substance and its 
properties, identified ? 

(b) What researcher was selected to 
perform the research, and why? 

(c) When was the work begun, where, ; 
involving what costs, at what rate 
of progress, based on what tests? 



(d) What are the present capabilities 
and limitations of the substance 
for clandesinte operations? 

(e) What further research is being 
conducted on this and related sub- 
stances and how does this reflect 

. existing T SD capabilities, opera- 
tional requirements and budget factors ? 

(3) MKULTRA records afforded no such approach 

to inspection.-' There are just two individuals in T SD who 

have full substantive knowledge of the program and most 

of that knowledge is unrecorded. Both are highly skilled, 

highly motivated, professionally competent individuals * 

Part of their competence lies in their command of intel- 

’* . * * 
ligence tradecraft. In protecting the sensitive nature of 

the American intelligence capability to manipulate human 

behavior, they apply ai need to know" doctrine to their 

professional associates and to their clerical assistants to 

a max im u m degree. Confidence in their competence and 

discretion has been a vital feature of the management of 

MKUJLTRA. 

c. Advanced testing of MKUI/TRA materials: , 

It is the firm doctrine in TSD that testing of materials 
under accepted scientific procedures fails to disclose the 
full pattern of reactions and attributions that may occur 
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in operational situations. TSD initiated a program for 
covert tes ting .of .material s on unwitting U. S . citisens 
in 1955, The present report reviews the rationale and 
risks attending this activity end recommends termination 

of such testing in the United Stales, cf. paragraphs 10-18 - 

\ . • ' 

. below* 

II* Modus Operand! 

6* The research and development of materials capable of producing 
behavioral or physiological change in humans is now performed within 
a highly elaborated and stabilized MKUJLTRA structures The search 
for new materials; e.g. , psilocybin from Mexican mushrooms, or a 
fungi occurring in agricultural crops, is conducted through standing 
arrangements with specialists in universities, pharmaceutical houses, 
hospitals, state and federal institutions, and private research organi- 
zations who are authorities in the given field of investigation in their 
own right. 


11 


- 7 - 
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i. Key Individuals 


must qualify for top secret clearance and are made witting of Agency 
sponsorship. 


12 

* 

His services typically include systematic search of the scientific 

literature, procurement of materials, their propagation, and the appli- 
- * • • • • 
cation o£ test dosages to animals and under some circumstances to 

volunteer hi nan subjects* No quarrel is found with the rationale of . 

this program to the extent that it fits the original MKUtTRA charters 

However, for inspection purposes, there were lacking record*, year 

by year, of the progress of each project and the recorded judgments 

of the project monitors on operational benefits vis-a-vis costs* 


*: f 

The original charter of MKUJLTRA 

assumed that the sensitivity of activities would be sufficient to justify 
both a) special protection for the researcher) and b) compartmentation 

of MKULTRA. knowledge within the Agency* On this basis the inherent 
safeguards of DD/S procedures were waived, the DD/S was not consulted 
in the design of the MKULTRA rranagement system, and established Agency 
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audit procedures were waived. In the subsequent administration of 
the program, however, TSD has- found it feasible to co nt rac t for some 
of* the research on MKULTRA objectives in accordance with prescribed - 

DD/S procedures. The DD/S, in turn, has evolved various secure 

* . 
r 

system* for th* funding of sensitive activities* It appears feasible 
and appropriate, therefore, to propose that the DD/S be consulted 
during the re-charteriqg of MKUJLTBA in the design of an administrative 
system that doe* justice to hi* responsibilities ss well as to the manage- 
ment and security requirements of TSD. The Inspector General 
accordingly has recommended 
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8. The next phase of the MKULTRA program involves physicians, . 
toxicologists, and other specialists in mental, narcotics, and general 
hospitals and in prisons, who are provided the products and findings of 
the basic research projects and proceed with intensive testing on human 
subjects* These specialists are also recipients for testing purposes of 
the flow of new products from pharmaceutical laboratories* Materials* 
and procedures with intelligence potential may be identified through this 
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relationship* The testing programs are conducted under accepted 
scientific procedures including the use of control populations, the 
employment of placebos, and the detailed observation, measurement, 
recording, analysis, and publication of findings* Where health permits, 
test subjects are voluntary participants in the program* 

9* A current development in the testing of new products is the 
tightening of controls over dosages and procedures by the U. S» Food 
and Drug Administration* Since MKULTRA files contained no docu- 
mentation on this subject, it was not possible to appraise the signifi- 
cance of this development for MKULTRA objectives* However, 
interviews with the TSD officers concerned indicated that the new rules 
are affecting procedures and causing controversy in research hospitals 
and pharmaceutical houseo. The TSD officers have close relationships 
with key individuals in many of the leading U. S* pharmaceutical houses 
and count on their continued close cooperation in obtaining materials 
and services deemed vital to U* S. intelligence* 

10* The final phase of testing of MKUL.TRA materials involves 
their application to unwitting subjects in normal life settings. It was 
noted earlier that the capabilities of MKULTRA substances to produce 
disabling Dr discrediting effects or to increase the effectiveness of 
interrogation of hostile subjects cannot be established solely through 
testing on volunteer populations. Reaction and attribution patterns are 
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clearly affected -when the testing is conducted in an atmosphere of 
confidence under skilled medical supervision. 

11. TSD, therefore, entered into an Informal arrangement 
with certain cleared and witting individuals in the Bureau of Narcotics 
in 1955 which provided for the release of MKULTRA materials for • 
suchtesting as those ixd ividuals deemed desirable and feasible. The, 
initial arrangement obtained the services of a senior representative 
of the Bureau and one of his assistants on the West Coast. A parallel 
arrangement was established on the East Coast i n 1961. The Director 
of the Bureau has been briefed on the activity, but the Deputy Chief. 

TSD, who has guided MKULTRA from its inception, is of the opinion 
that the former would disclaim all knowledge and responsibility in 

A 

the event of compromise. The MKULTRA program director has, in 
fact, provided close supervision of the testing program from the beginning 
and makes periodic visits to the sites. The sum of . . .16. . Jhas been 
provided annually to each of the two projects to cover cost of cultivation 
of targets and of maintenance of a safehouse in each area for the 
observation of effects of substances on selected test individuals. 

9 m 

12. The particular advantage of these arrangements with the 
Bureau of Narcotics officials has been that test subjects could be sought 
and cultivated within the setting of narcotics control. Some subjects 
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have been Informers or members of suspect c ciminal elements from 
whom the Bureau has obtained results of operational value through the 
tests. On the other hand, the effectiveness of the substances on 
individuals at all social levels, high and low, native American and 
foreign, is of great significance and testing has been performed on a 

variety of individuals within these categories. * 

« • • * * » 

* , \ . * . . M 

13. A significant limitation on the effectiveness of such testing 
is the infeasibility of performing scientific observation of results. 

The Bureau agents are not qualified scientific observers. Their 
subjects are seldom accessible beyond the first hours of the test. The 
testing may be useful in perfecting delivery techniques, and in identifying 
surface characteristics of onset, reaction, attribution, and side-effect. 
In a number of instances, however, the test subject has become ill for 
hours or days, including hospitalization in at least one case, and the 
agent could only follow-up by guarded inquiry after the test subject's 
return to normal life. Possible sickness and attendant economic loss 
are inherent contingent effects of the testing. 

14. The MKUJLTRA program officer stated that the objectives of 
covert testing concern the field of toxicology rather than medicine; 
further, that the program is not intended to harm tost individuals, and 
that the medical consultation and assistance is obtained when appropriate 
through separate MKUJbTRA arrangemefats. The . risk of compromise of 
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the program through correct diagnosis of an illness by an unwitting 
medical specialist is regularly considered and is stated to be a 
governing factor in the decision to conduct the given test* The 
Bureau officials also maintain close working relations with local 
police authorities which could be utilised to protect the activity in 
critical situations. 

15* There have been several discussions in the public press in 
recent month* on the use of certain MKULTRA-typa drugs to influence 
human behavior. Broadly speaking, these have argued that research 
knowledge of possible adverse effects of such substances on human 
beings is inadequate, that some applications have done serious harm, 
and that professional researchers in medicine and psychiatry are. split 
on the ethics of performing such research. Increasing public attention 
to this subject is to be expected. 

16. The final step in the research and development sequence is 
the delivery of MKUliTRA materials into the MKDE1.TA control system * 
governing their employment in clandestine operations. The subject is * 
discussed further in the next section; however, it is appropriate here 
to note that the employment of MKDEL.TA materials remains an art 
rather than a scientific procedure. A significant number of variables 
—in thetarget individual, including age, sex, weight, general health, 
social status, and personality structure, may account for widely varying 
and unpredictable reactions to a given drug in a given dosage. 
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17. The final stag* of covert testing of materials on unwitting 
subjects is clearly the most sensitive aspect of MKULtRA. No 
effective cover story appears to be available. TSD officials state 
that responsibility for covert testing is transferred to the Bureau of 
Narcotics. Yet they also predict that the Chief of the Bureau would 
disclaim any knowledge of the activity. Present practice is to maintain 
no records of the planning and approval of test programs. The prin- 
cipal responsibility for the propriety of such testing rests with the 
MKULTRA program director and the Deputy Chief of TSD. The 
liswriUTtg of test subjects in the last analysis rests with the Narcotics 

. agent working alone. Suppression of knowledge of critical results from 

* * € 

the top OSD and CIA management is an inherent risk in these operations, 

18, Final phase testing of MKULTRA substances or devices onr 
unwitting subjects is recognised to be an activity of genuine importance 
in the development of some but not all MKUL/TRA products. Termination 
of such testing would have some, but an essentially indeterminate, effect 
on the development of operational capability in this field. Of more 

c ritical significance, however, is the risk of serious damage to the 
Agency in the event of compromise of the true nature of this activity. 

As now performed under Bureau of Narcotics auspices, non-* Agency 
personnel are necessarily fully witting of the true nature and signficance* 
of their assignments, and of the sponsorship of CIA, Compromise of 
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thiu information intentionally or u fittingly by these Individuals at some 
in the future is a hasard that cannot be ruled out. A test subject 
may on some occasion in the future correctly attribute the cause of his 
reaction and secure independent professional medical assistance in 
identifying the exact nature of the substance employed, and by whom.' 

An extreme reaction to a test substance could lead to a Bureau request 
for cooperation from local authorities in suppressing information of the 
situation. This would in turn broaden the circle of individuals who 
possessed at least circumstantial evidence of the nature of the activity. 
Weighing possible benefits of such testing against the risks of compromise 
and of resulting damage to CIA has led the Inspector General to recommend 
termination of this phase of the MKUL.TRA program. Existing checks 
and balances on the working level management of such testing do not 
afford the senior command of CIA adequate protection against the high 
risks involved. 

* 19 . 

17 


I Finally, the operational use of the substances clearly 
serves the testing function in view of the lack of predictability of human 


reactions. 
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HI. Current estimate of the MKULTRA/MKDELTA capability . 


/ 4 . 

| released a study (hereafter referred to am the . .19. . /report) 
on 21 April I960, covering hie nix- month investigation of "Scientific 
and Technical Problems in Covert Action Operations", Appendix B . 
of the report was entitled, "The Applicability of Special Chemicals and 
Biologicsls to Clandestine Operations", The inspectors found this 

Appendix to be a carefully prepared and very useful treatment of the 

> 'Z 

subject. The remaining paragraphs draw on the . . .20. . . report, take 
account of developments since that date, and discuss management 
and funding aspects of MKUJLTRA, 

21. The author opened his discussion with the question of what 
the operational returns had been from an eight-year program involving 
an investment of approximately .... .21 Me observed that the 

s . . 

Clandestine Services had encouraged TSO on various occasions to 
develop and maintain the operational capability in special drugs and 
chemical^ but that TSD had received little or no guidance in directing 
the work and that the Clandestine Services had up to that time shown 

little inclination to use the end products operationally. 

22 
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Ino 

*- * » 

use of lethal substances was imported* 

. 22 • The factors accounting for the low rate of use of this capa- 

t * . 

bility were considered to be the following: 

: ' • • . ' .. • 

a. the technical shortcomings of the drag* 

b. the problem of testing In realistic pilot operations 

( ■ c. limitation* on fh* dis**mination of pertinent 

information to operation* officer* ' 
r d. organisational and administrative restriction* on • 

opsration* ~ 

e. negative attitude* toward the use of MKDEJLTA materials 

f. problem* in the training of case officer* in this field 

g. the risk of stimulating increased use of MK.DEL.TA 

materials by opposition intelligence service* 

23. Technical shortcomings of the drugs: 

As of I960 no effective knockout pill, truth serum, aphro- 
disiac, or recruitment pill was known to exist. MKDELTA was 
* y * . 

. described as inherently a high-risk, low-yield field of operations. 


23 


/ 



25 


25. Limitations on the dissemination of pertinent information to 
case officers; organizational and administrative restrictions on 
operations: 

The present-day situation concerning both of these problem 
areas is improved over I960. TSD now regularly briefs a variety 
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of senior officers on its MKDELTA capability. Approval of 

/ 

the use of MKDELTA materials is now accomplished within 
the chain of command of 'the DD/P, The DD/P may consult, i 
for example, with the Chief, Medical Staff, concerning 
medical risks involved in MKDEJLTA operations, but the 
latter surely would not expect to exercise final authority for 
the disapproval of operations, 

26 . ’ 

.'.26 


27, Negative attitudes toward the use of MKDELTA materials; 
problems in the training of case officers in this field: 

The I960 . . .27. . . report observed that some case officers 
have basic moral objections to the concept of MKDELTA and 
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therefore refuse to use the materials* Some senior officers 
were reported to believe that the proper employment of the 
capability required more sophistication than most case 
officers possessed and that there would be a tendency toward 
over- reliance on and misuse of drugs in lieu of perfecting 
classic espionage techniques* Finally, it was suggested that’ 
MKDEL.TA controls were so restrictive as to have generated 

a general defeatism among case officers concerning the chances . 

\ 

of getting approval for use of materials in routine rather than 
extreme situations* These matters will be reviewed in future 
field inspections of DD/P area divisions. 

28 


28* The risk of stimulating increased use of MKDEI.TA materials 
by opposition intelligence services: 

The . . .29. . . report stated that opposition intelligence 
services are active in the MKDEL»TA field and recommended 
that the Cl Staff of the DD/P conduct a systematic study of the 
evidence. This recommendation has not been implemented. 

It is a subject of increasing significance as new materials and 
techniques become available. 
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It is recommended that; 


30 

/ 


29* In summary, present evidence concerning the operational 
value of the MKDELTA capability would appear to confirm the principal 
judgments of the I960 . . .31. . . ^report. There is an extremely low rate 
of operational use of the controlled materials. 


32 


IV. Management of MKULTRA 

30. TSD has initiated . .33projects relating to the control of human 

behavior; i.e. # 34 during the ten 

years of operation of the MKULTRA program. 

35 

31. Active projects may be grouped under the following arbitrary 

- 21 - 
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headings. Many projects involve activity in two or more of the areas 
listed. 

a. basic research in materials and processes 

b. procurement of research materials 

c. testing of substances on animals and human beings 

d. development of delivery techniques 

* e. projects in offensive/defensive BW, CW, and radiation 

f. miscellaneous projects; 

> • 36. . . . . % 

32. The current management of TSD has initiated a policy of 

directing the activities of MKUI/TRA and of the Behavioral Activities 

Branch towards operations and away from long-range research. Prior 

to this change in policy which occurred in 1962, MKUI/TRA sponsored 

a large number of projects in the fields of applied psychology, sociology, 

anthropology, and graphology. The present management is unlikely to 

/ 

return to these fields of research under the MKUI/TRA charter. The 
inspectors concluded that many of these projects were of insufficient 
sensitivity to justify waiver of normal Agency control procedures. It 
is recommended 

37 


33. The TSD chain of command for administration of the MKUI/TRA 
program comprises the following: 

a. Chief, TSD providing overall management 

b. Deputy Chief, TSD, (a trained scientist) providing 
tqp substantive guidance for the MKUI/TRA program 

c. Assistant Chief, TSD, for Research and Development, 
contributing management but not substantive guidance 
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d. Chief Scientist (reporting to c», above), (a trained 
scientist), contributing substantive guidance in some 
areas and responsible for the technical administrative ' 
processes of MKUL.TRA. He is supported by a GS-12 
budget officer. 

e. program manager for MKUJL»TRA, also serves as 
Chief of Biology Branch, (a trained scientist) 

f» project monitors located in various branches of TSD 
and specialised in the subject fields of the specific 
projects for which they are assigned responsibility 

To date this chain of command has relied primarily on oral communica- 
tion in the management of MKUX»TRA. Files arc notably incomj&ete, 
poorly organised, and lacking in evaluative statements that might give 
perspective to management policies over time. A substantial portion “ 
of the MKUJL.TRA record appears to rest in the memories of the 
principal officers and is therefore almost certain to be lost with their 
departures. The senior officers in the MKUL.TRA chain of command 
who are not substantively qualified need better records to measure the 

- . i ■ . 

validity of projects through time and to identify key areas in which to 
require detailed periodic briefings from working specialists. 

j 34. It will be noted that the Chief of Support, TSD, does not parti- 
cipate in the MKUI/TRA administration. The predecessor of the present 
Chief of Support served in TSD throughout the life of the program until 
1962 without ever being associated with its management. In his stead, 
the Chief Scientist and a CS-12 budget officer have provided administrative 
support. The Chief Scientist has set policy on the funding of MKUliTRA. 
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projects in all respects including salaries, overhead rates, fees* 
material, equipment, facilities, travel, and the like. The support 
officer was only added in 1962 under pressure of critical audit 
findings. This use of the Chief Scientist in a field where Chief of 
Support possesses superior qualifications and facilities constitutes 

a misuse of talent. The proposed new charter for MKULTRA should 

% . . 

take account of this anomaly and also provide that Chief of Support 
advise in the future on decisions to fund projects under fhe MKUI/TRA 
authority and thereby to waive the application of DD/S procedures. 

It is recommended that: 


38 
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CENTRAL INTELLIGENCE AGENCY 

Washinoton.D.C. 20909 


10 December 1975 


Honorable Edward M . Kennedy , Chairman 

Subcommittee on Health 

Committee on Labor and Public Welfare 

United States Senate 

Washington, D . C . 20510 

Dear Mr. Chairman: 

In accordance with your request, enclosed are declassified portions 
of two documents prepared by the Inspector General, (a memorandum 
dated 5 February 1975 to the Director with attachment, and a paper 
dated 11 February 1975). 

Please note that the 5 February 1975 paper is a draft version of the 
attachment to the 11 February 1975 memorandum. The 11 February 1975 
version is the official version and any quotations from the draft paper 
that differ from the official version are incorrect and do not represent 
CIA's understanding . A covering note has been affixed to the 
5 February 1975 paper to clarify this apparent discrepancy. 



Enclosures 
As stated 
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. / 5 February 1979 

✓ 

MEMORANDUM FOR* 'Director of Central Intelligence 

SUBJECT l CIA RAD and Testing of Behavioral 

\ Drugs . 

v; ■ 

< - 

JLJL Attached ie a paper summarising CIA tntereat over the 
years la behavioral drags* We believe that this touches on all 
RAD programs that the Agency has conducted In the past, including 
the Incident Involving the death of an employee of the Department 
of the Army in 1953. Records de not permit a description of such 
relationships ae may have existed between these various activities; 
It ie apparent that there was some sharing of information between 
different components in the Agency* and seme overlap in time* 
but there also are indications of Independent approaches to the 
problem. . 

. 2. We have been Informed by ADDO that although the DDO 

has an Instruction on behavioral druge — MKDELTA — this was ' 

established. against the event that some such materials became 

available and has never been Implemented in fact. There ore 

no operational records In the DDO in this connection. 

~ ‘ % » „ 

^ 1 

3. We can sanitise the paper for transmittal to the 
investigating authorities when you have reviewed it. 

< Donald' F. Chamberlain 

Inspector General • 


Attachment a/s 
cc* Mr. Knoche 


DECLASSIFIED BY 018186 
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This draft (5 February 197S) was prepared as a pre- 
liminary editorial attempt to draw together in summary 
fashion the various drug-related programs of CIA. The 
author was not involved in the programs and prepared the 
paper as a draft for review and comment by the substantively 
qualified organizational elements of CIA. On completion 
of the draft it was circulated, and factual corrections and 
comments were incorporated in the final and official version 
that was dated 11 February 1975. Any quotations from the 
first paper that differ from those in the 11 February 1975 
draft should bear the statement that they are incorrect and 
do not represent CIA's understanding. 
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5 FEB 1975 

Drugs, and Toting 

- ‘ ' * ' * 

1. CIA has had a recurring Interest In behavioral drugs 
The subject is ol general interest because of the operational 
applications that could be made against Agency employees by . 
hostile forces, for which there would be a defensive require- 
ment, as well as for posstble use against foreigners to influence 
their behavior. The earliest record of this interest dates to 
the post-WWII period.when there were indications of Soviet 
interest in the use of drugs for such purposes, the most famous 
example being the bisacrre confessions of Cardinal Mindaaenty 
in February 1949. _ ' . . 


DECLASSIFIED 

* 
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MKDELTA/MKULTRA/MKSEARCH 

7. On 29 October 1952 a formal policy was established by 
the Deputy Director of Plane (as then styled, now Deputy Director 
for Operations) for the use of biochemicals in clandestine operations 
(MKDELTA). This was brought under a special funding procedure 
established on 3 Apri.^953 for special research purposes (MKULTRA). 
The program considered various possible means for controlling 
human behavior of which drugs were only one aspect, others being 
radiation, electro* shock, psychology, psychiatry, sociology, 
anthropology, harrassment substances, and paramilitary devices* 
and materials. There w.ere contacts with individuals at such 
institutions as the University of - \ University, 

(University, University and the University 

'of \\ as well as with various pharmaceutical houses, 

hospitals and federal institutions, the names of which are no longer 
available. Among the materials studied were psylocbin from 
Mexican mushrooms, a fungus occurring in certain crops, and 
LSD. Following laboratory testing a second phase was begun which 
involved testing on voluntary participants. The final phase involved 
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application on unwitting subjects, in normal social situations, 
commencing in I9S5 under an informal arrangements with 
individuals in the Bureau of Narcotics. Originally conducted 
on the West Coast, a^simiiar arrangement was instituted in 
1961 on the East Coast. Such tests were conducted from time to 
time until 1963 when the Inspector General discovered the activity 
and questioned the program. At that time it was reported that in 
a number of instances test subjects became ill for hours or days 
following the application, and there was one reported instance of 
hospitalisation, the detail} of which are no longer available. 

Project records do not now exist, but it is reported that the 
project was decreased significantly each budget year until it 
was completely terminated in the late 1960 , s. 

8. Following the Inspector General's challenge of the program, 
there was a review of its nature and it was resubmitted for approval 
under the name of Project MKSEARCH, recommending continuation 
of the testing; the written proposal did not specify whether it was 

to be limited to volunteers. Records indicate that the DCI did not 
approve this, and it is understood that there was no renewal of. 
this aspect of the activity. Funding for MKSEARCH commenced 
in FY-1966, running through 1972. There were various research 
activities carried on under it, but the only aspect related to be- 
havioral drugs dealt with an inquiry in improvement by drugs of 
learning ability and memory retention; under this there is a record 
of testing at Vacaville State Prison in California on volunteers. 

OFTEN /CHICKWIT 

9. In 1967 the Office of Research and Development (ORD) 
and the Edgewood Arsenal Research Laboratories undertook a 
program for doing research in influencing human behavior with 
drugs. A phased program was envisioned that would consist of 
acquisition of drugs and chemical compounds believed to have 
effects on the behavior of humans, and testing and evaluating 
these materials through laboratory procedures and toxi cological 
studies. Compounds believed promising as a result of tests on 
animals were then to be evaluated clinically with human subjects 
at Edgewood. Substances of potential use would then be analysed 
structurally as a basis for symthesising new derivatives of 
greater utility. 
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10* Samples of drugs and chemicals were obtained from drug 
and pharmaceutical companies, government agencies such as Edge- 
wood, NIH, FDA and*the Vete-.ns Administration, as well as from 
research laboratories and individual researchers. Most of the 
materials came from the drug industry, consisting largely of 
substances that had been rejected because of undeslred side 
effects from the point of view of medicinal use. 


- 5 - 
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• Behavioral Drugs . . and T«»tln« 

• 1. CIA has had a recurring interest in behavioral drugs. The 

subject is of general interest because of the operational applications 
that could be made against Agency employees by hostile forces, for 
which there would be a defensive requirement, as well as for possible 
use against foreigners to influence their behavior. The earliest 
record of this interest dates to the post- WWII period when there were 
indications of Soviet ‘interest in the use of drugs for such purposes, 
the most famous example* being the bizarre confessions of Cardinal 
Minds zenty in February 1949. 


DECLASSIFIED BY 018186 


MKDELTA/MKULTRA/MKSEARCH 


6. On 29 October 1952 a formal policy was established by the Deputy 
Director of Plans (as then styled, now Deputy Director for Operations) for 
the use of biochemicals in clandestine operations (MKDELTA). This was 
in anticipation of the development of behavioral drugs, but was never 
implemented operationally. MKDELTA research was brought under a 
special funding procedure established on 3 April. 1953 (MKULTRA). The 
program considered various possible means for controlling human behavior 
of which drugs were only one aspect, others being radiation, electro- 
shock, .psychology, psychiatry, sociology, anthropology, harrassment 
substances, and paramilitary devices and materials. There were contacts 
With individuals at such institutions as the University of 
University, (University, || University and the 

University of |as well as with various pharmaceutical houses, 

hospitals and federal institutions, the names d£ which are no longer available. 
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Among the materials studied were psylocbin from Mexican mushrooms* 
a fungus occurring in certain crops* and LSD* Following laboratory 
testing a second phase was begun which involved testing on voluntary 
participants* The Anal phase involved application on unwitting subjects* 
in normal social situations* commencing in 1955 under an informal 
arrangement with individuals in the Bureau of Narcotics* Originally 
conducted on the West Coast* a similar arrangement was instituted 
in 1961 on the East Coast* Such tests were conducted from time to time 
until 1963 when the Inspector General discovered the activity and questioned 
the program* At that time it was reported that in a number of instances 
test subjects became,iil for hours or days following the application* and 
there was one reported instance of hospitalisation* the details of which 
are no longer available* Project records do not now exist* but it is 
reported that the project was decreased signiAcantly each budget year 
until it was completely terminated in the late 1960's* 

7* Follwing the Inspector General's challenge of the program* 
there was a review of its nature and it was resubmitted for approval 
under the name of Project MKSEARCH* The written proposal did not 
specify whether testing was to be limited to volunteers* Records 
Indicate that the DC1 did not approve unwitting testing; it is understood 
that there was no renewal of this aspect of the activity* Funding for 
MKSEARCH commenced in FY-1966, running through 1972* There were 
various research activities carried on under it* but the only aspect 
related to behavioral drugs deal with an inquiry in improvement by 
drugs of learning ability and memory retention; under this there is a 
record of testing at Iden 1 State Prison in 5 on volunteers* 
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OFTEN/CHICKWIT 

9* In 1967 the Office of Research and Development (ORD) and 
the Edgewood Arsenal Research Laboratories undertook a program for 
doing research on the Identification and characterization of drugs that 
could influence human behavior. Edgewood hid the facilities for the 
full range of laboratory and clinical testing. A phased program was 
envisioned that would consist of acquisition of drugs and chemical 
compounds believed to have effects on the behavior of humans, and 
testing and evaluating these materials through laboratory procedures 
and toxicological studies. Compounds believed promising as a result 
of tests on animals were then to be evaluated clinically with human 
subjects at Edgewood. Substances of potential use would then be 
analysed structurally as a basis for Identifying and synthesising 

possible new derivatives of greater utility. 

• • 

' t 


• 4 - 
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10, The program was divided into two projects. Project 
OFTEN was to deal with testing the toxicological, transmisivity 
and behavioral effects of drugs in animals and, ultimately, 
humans. Project CHICKWIT was concerned with acquiring infor- 
mation on new drug developments in Europe and the Orient, and 
with acquiring samples* 

11. Samples of drugs and chemicals were obtained from 
drug and pharmaceutical companies, government agencies such as 
Edgewood, NIH, FDA and the Veterans Administration, as well as 
from research laboratories and individual researchers. Most of 
the materials came from the drug industry, consisting largely of 
substances that had been rejected because of undesired side effects 
from the point of view of medicinal use. 
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September 25. 1975 


tor. William E. Colby 
Director 

Central Intelligence Agency 
Washington. D.C. 20505 

Dear Hr. Colby: 

The Subcommittees on Health and Administrative Practice and 
Procedure are currently preparing Cor hearings on Central 
Intelligence Agency and Department of Defense involvement in 
experiments that involved the use of human subjects. The 
purpose of the hearings is to examine how and why these experi- 
ments have been conducted over tie past 25 years and what 
safeguards were imposed for the protection of those who 
— participated. 

It is necessary to the Subcommittees* inquiry to obtain answers 
to the questions liste. 1 heb-v. by Oc cober 3, 1975. If nr.y of 
this information is still classified, we will be prepared to 
mike appropriate arrangements for maintaining security pending 
any formal action by the Sutconm tteos. Specifically, we 
would like the following information: 

1. Identify the offices within CIA that are or were responsible 
for monitoring or supporting experimentation involving human 
subjects . 

A. Describe the functions and responsibilities of the 
offices . 

B. Describe the types of human use experiments monitored 
or supported directly or indirectly by these offices. 


/ 
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. V.* \]\ i; ; tl. * " 

r> *p t ?h f IV .» 

I* t ,*'* 2 


O. Tn lh>"* *h-ro ?atly v.-v .1 ion or 

transfm' of ’u.^»,ion; r vr 1 *r, hu; ua r v* riri-n vation 

pioj'rrtn. Pl«.a»c e::p 1 «:i:* tN* future at rxtor.c of this 
reorp'inizatifv. or t.*-*.!'si^r, t.n? /'nsov for reorgani- 

zation or trin^ior, ...«i *.ho u; ”.jre ! 1 .. 

. Was Ur. Sidney 0* -tin.* r t ; *n.,* '^fico identifi 

10 question nun bur 1? W’ ?t.w-r or not ho v« -» nr.«- ■»._* 2 to .a:ch 

of i 1 cos - - 

A. Wi’-U w«< hir pe ition vVh i .ho CIA? 

B. v:h * t re hi.i <. u 1 or; ? 

C. When cl* d he .servV 

D. Who w »:j iriwii lie superior* 

K. Who were his, vii-ovari 1 • » V? 

3. Was Dr. Robert La-hbr»? # .' ev *r a-.:? tinsel to r.ny i> ? f ico 
1 h* » * i t i erj in qucstior. PT'.^r 1? V; :'•?;»••* or rv* hr* v.Mt* ossi.jnod 
* 0 sip:'.. o ! M r*o:» — 

A . Vih.-u. nis pa.; it. ;< r* vi . Li. C 

it. WKtf* ’.lore hi:; ih. *":•.? 

C. hi n ill - he ^ r 

D . Who WJ3 his irn f !.iotc .■onr? 

E. WVi were hir er lir. »: ? 

*t . V.'l o auchwr i;:«d Koa*;**H. CottJ. .*nd Jv - . her »• >*; i • conduct the 
<.vi.r. r ; ru-nt that invol'- 1 '! D.*. 1 »M ::i.« .0 three 

others Bji*. :n .;uhicot: # -•* o • or j ; o *s v-t. Vue 

cxp**r inoi.t c*\ hu-; : • «»;» 

A. Identity 1 a v:n; is or e..f\ \ ~.lr. thit »ir.on in the 

c.p'V i \ *er.L. 

I’*. ?Vv. ir.i y tir. .n 1 a*. w:v«i ilo’e* lv'ol u\*r<* 1 li“ druqs 
or eh^ni^als adij, • i.i ‘h.*v .0 to 1.1 e Miirjcri ;? 

C. I low were Lhovo ; rr ehom cm 1 a«*:r., i :\ i : . Icrc'l to 

t ho ‘ **e . s ? 

D. Who **■ !*.,i ni * * a* iiqr; or ; c-.ls: to t/oo subjtcts 

Ih Wa * tlvre i.v’-il .. ip-* ■••i.'iioii cf tai j expor inont? 


bestMI™ 


1 
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;v. wiiii 

S aj » t on he* r 7 j , 1 7 % 
imc::. 3 


*>. Has CIA ever si.ppnrt ... , direct] ; or roc. 1 e:*pev imar.ts 

involving hunan ;>ab facts ”t or thee n»h federal . saiiicjos for 
drug research and rehab i li ui, *ori of irua idd^cts 1 r. or near 
Lexington, Kentucky, eh* University of # 


the Research _on ( i.h» Cn\ varsity vf 

Research Foundation, University, College, 

Un ’ vers i ty , .V ta v ml h **.< , 

I'.ental Health P.cscavch and Ue* oltprent Far.::, 

State University, Uni ''or.' i t y , Jeh'ol of 

Medicine, University, University of , 

Hospital in Hew Yo r k C i «,y , t be ; . :: • :o i a t ory 

on Long Island, L\Y. the Ilea, ] th Clinic 

in Boston, the institute in L * . ;ter. Mar*:;,, 

the _ * i t 'tute in Mew Vori City, 


Association, 


T ro je, r * , 


Inc. or tr.o Carir union Cions? 

if so, provid e details of ’’hen , where, *. -b •, a and by whom 
those experiments ware q < . i<~t d, and w*.at :.p ci£:collv vocli 
of these e;*:pori marts inv- ** * 1. 


/ 


A. Recently, CfA por'~ rrvl ;nfor. j ivbrnr *i • U n staff that 
Agency records and docuror.es ports in* r * to axpari ir vats involving 
human subjects were destroved i r 1U7^. Ploan«* p rrvjdn details 
of the nature o: thc^2 records and dc ;;;; nr* .. ; v\e. wren, why, 
under wh »c ci. rcu:.»s tances , *: i Ly whov t ;> ri-rori.; wore 

destroyed; and v ho ■‘othurrec rue* c!v *. t rue * ; on. 


7. Prior t'* and r . • jr r L»* u ; .vh*.-. prn'lj>i d. J CIA 

rte.ke for medical ib‘il:;**:-up hum «n *' p ers v.r.o parti c yated 

i n experiments that ‘.*000 su-eor t .-o or condo*- » ah , (h rrctly or 
i n.l i rec 1 1 y , Ly C LA ? 


3. Prior to and suhioquont to 1^73, vhnt. control bus CIA 
exercised in nonitonnej an •* v : :*v. * nq 1 esian »*■*,«- in o*:por iir.ents 
th.it Ci A supported or conui'': to 1 , 'hr-otly o a * inJitn o tly , and 
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in assuring that there was adequate informed consent from chose 
human subjects involved in such experiments? 

9. Have there been an y deaths in connection with human use 
experiments that were corrected or supported, directly or 
indirectly, by CIA? Ii so, provide do tails of the experiments 
and the deaths. 


10. Have there hi on any injuries in corweti ■- n Vila human 
use experiments that were conducted or support oil, directly or 
indirectly, by CIA? I i. so, provide details of iVj experiments j 
and the injuries. 


11. Please supply a copy of all documents r« luting to the 
Frank Olson case. 


12. Has CIA Used the Foundation, the 

Fund, tiie Society , Ir.c. , 

the Fund, or 

Jnc.'as an intermediary in funding or supporting in any manner 
experiments involving hur n subjects? If so, provide details 
of when, where, why, hew, an»J by when these experiments were 
conducted, and what specific illy each, of these experiments 
i nvolvcd? 


1 3 . Have CIA personnel conducted experiments ir/olving human 

subjects *»ther than the ir.en t i’»- t m velvet? Dr. Frank Olson 

ar.d at leant thro 3 other persons? 

14. Besides these entities mentioned in yc: lion number 12, 
has CIA used any other domestic fund, foundation, sociot'*, 
private or government agency, or organs aatj an as an intermediary 
in funding cr supporting in any manner experiments involving 
human subjects? 

19. Has CIA u;*ed any foreign fund, foundation, society, private 
or government agency, or organisation as an intermediary in 
funding or supporting in any manner experiments involving 
human subjects? 
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16. — Has CIA used the U.S. Havy, Air Force, Army, Marines, 
or Coast Guard as an intermediary 5n funding or supporting 
in any manner experiments involving human subjects? 

17. Has CIA ever made arrangements, directly or indirectly, 
to havo a public, private, or military entity in a foreign 
country conduct e;:po t ir.en ts involvinvj human subjects in a 
foreign country? 

These questions are directed towards providing the Subcommittees 
with information on issues, individuals, institutions, and 
events which are presently the subject of our investigation. 

Your responses will allow us to have a more complete picture 
thah would otherwise be available if we relied solely on 
information obtained' from outside the Agency. As to questions 
13 through 17, we have asked initially for conclusory answers. 

We would appreciate your providing further details on these 
matter**, however: when, v/horc, why, how and by whom tho 

experiments were conducted, and what specifically was involved 
in each. This additional and more comprehensive information 
may be submitted incroncn tally within the next 30 days.-* 


We appreciate your cooperation and assistance. Tf you or your 
staff have any questions concerning this inquiry, please 
f ccl free to contact Mr. Walter Sheridan or Mr. James Michie, 
of the Administrative Practice and Procedure Subcommittee staff. 


S inccrolv 



Edward M. 

Chairman 
Subcommittee on Administrative 
.^Practice & Procedure 
/Subcommittee on Health 


70*026 O - 76 - 59 
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October 28, 1875 


Nr. W.B. Colby, Director 
Central intelligence Agency 
Washington, D.C. 20505 

Dear Hr. Colbyi 

In my letter to you dated September 25, 1975, I requested 
information pertinent to an ongoing inquiry by the 'Subcom- 
mittees on Health and Administrative Practice and Procedure 
4nto Central Intelligence Agency and Department of Defense 
involvement in human-use experimentation. 

In your reply on October 1. you said that you thought addi- 
tional inquiries into this area would be duplicative of 
efforts already put forth on behalf of the Senate Select 
Conmittee on Intelligence, in your letter the same day 
to Senator Church which you enclosed, you satdttohfct he 
might want to suggest to me that 1 defer further inquiry 
into this area until the Se&ect Conmittee had completed 
its' investigation. X have discussed the matter with 
Senator Church and he said he has no objection to our 
inquiry. Further, the full Select Conmittee has consi- 
dered this matter and concluded that our interest at 
this time in the human experimentation activities con- 
ducted by your agency is entirely proper, as expressed 
to you in Senator Church's letter of October 6, 1975. 

X am therefore renewing my request to you for responses 
to the questions listed in my letter to you dated September 
25, 1975. Xn addition, we would like the followings 

1. An unsanitised version of the Olsen documents delivered 
to the Subcommittees on October 9, 1975 (including deleted 
materials). 
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2. A copy of all CXA Xnapector Oeneral reporta, annexfcs 

to reports, and Internal memoranda concerning experimentation 
that involved human subjects from 1947 to the present. 

3. A copy of the "report (4) on destruction of files" as 
referred to by Mr. Robert Chin of CIA's Legislative Counsel's 
Office in a telephonic conversation with Mr. James Mlchie 

of the Subcommittee staff on October 15, 1975. 

4. Access to and/or a copy of "the materials found in old 
SRS files, specifically a box of materials provided out of 
retirement from vrrc" , as referred to in a Memorandum For 
The Record dated February!, 1975, and entitled "Project 
Artichoke", which Memorandum was included in the Olsen 
documents delivered to the Subcommittees on October 9, 1975. 

5. Access to and/or a copy of "certain sensitive files in 
his (Dr. Tletjen of Medical Services) files", as referred to 
in a Memorandum For The Record dated February 3, 1975, and 
entitled "Project Artichoke", which Memorandum was included 
in the Olsen documents delivered to the Subcommittees on 
October 9, 1975. 

6. Access to and/or a copy of "an Office of Security soft 
file entitled 'LSD Material'", as referred to in a Memorandum 
dated Julylli, 1975, for the Inspector Oeneeal from Charles 
w. Kane, Director of Security, entitled "Alleged Illegal 
Domestic Activities (Suicide of Frank R. Olsen) , which 
Memorandum was included in the Olsen documents- delivered 

to the Subcommittees on October 9, 1975. 

7. Access to any other pertinent files regarding experimentation 
that involved human subjects. 

8. An interview by Subcommittee staff of the Chief of CIA’s 
Behavioral Activities Branch on destruction of documents 
relating to human-use experimentation. 

9. Whatever information exists concerning the case of 
Colonel Jaams R. Christensen (USMC) who committed suicide 
following a series of CXA tests and interviews in 1966. 

Supporting documentation is requested. 
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Xn view of the fact that many of theao roquoata are of 
long a tending a prompt reply would be appreciated. 

X want to thank you for providing the neceaeary aecurity 
clearance to Subcoonlttae ataff eo that we may conduct a 
thorough inquiry. 


Sincerely, 


Edwnrd M. Kennedy 



927 


CENTRAL INTELLIGENCE AGENCY 
Wa**«moton.D.C. 10505 


4 November 1975 


Honorable Eduard M . Kenned/, Chairman 
Subcommittee on Administrative 
Practice and Procedure 
Committee on the Judiciary 
United States Senate 
Washington, D. C. 20510 

Dear Mr. Chairman: 

I have your letter of 2ft October 1975 inquiring of our 
response to your earlier questions and requesting copies or 
access to Agency records on human-use experimentation. 

Please be advised that we have responded to your 
25 September 1975 letter and my staff is now in touch with 
yours in responding to your new request, in this connection, 
and as you know, I have a responsibility to protect— intel- 
ligence sources and methods including the confidentiality of 
our relationships with cooperating Americans. Some of these 
relationships are classified to prevent a foreign power from 
learning of an intelligence interest in or use of certain 
techniques. Other relationships 'are protected at the request 
of cooperating Americans who are desirous of maintaining the 
confidentiality of their association with the Agency. We 
have worked out procedures with the Senate Select Committee 
to deal with these concerns as well as to meet the full 
requirements of the Committee's inquiry. Accordingly I suggest 
that we apply the same procedures to handle the requirements 
of your Subcommittee. 

My staff will be in contact with yours to work out the 
procedures as we proceed promptly to respond to your request. 

I have further instructed my staff to bring to me any problems 
in this regard so that I may work them out directly with you 
to avoid delays. I hope the foregoing will meet with your 
satisfaction. 


Sincerely, 
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CENTRAL INTELLIGENCE AGENCY 
Office of Legislative Counsel 
Washington, D. C. 20505 
Telephone! 351-6121 (Code 143-6121) 

T , — ?.A Oct ob er 197 S ■— 

YQj Mr. James Mi due, Investigator 

Subcommittee on Administrative Practice 6 
Procedure 

Senate Committee on the Judiciary 

Dear Jim: 

Enclosed are preliminaries to the 
first six (6) questions of Senator 
Kennedy's letter of 25 September 1975. 

Robert Chin * 

Associate Legislative Counsel 

Enclosure 
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1. Offices within CIA tint were responsible for monitoring or 
supporting experimentation involving human subjects arc the Office of 
Technical Service COTS) , Office of Research and Development (ORD) , 

Office of Scientific Intelligence (OSI), and the Office of Security (05). 

A. Describe the functions and responsibilities of the 
offices. 

OTS 

Provides a variety of technical and scientific 
support to the intelligence collection effort. 

ORD 

"Is responsible for research and exploratory 
development directed toward (a) anticipating 
intelligence problem} and aaaly-Jng then in con- 
junction with the responsible or producing components 
to identify the range of 'possible solutions, (b) 
assessing and advancing emerging technologies, pro- 
cess in; techniques, and analytical mcthodc.wgics 
applicable to the identified solutions, and (c) 
selectively investigating the feasibility of 
reducing the new concepts to practical use. 

Additionally, directed te chnical su pport is provided 
to other Agc:tcy ccujvncius, as appropriate.'' 

CTJ) fulfills tliose responsibilities through a 
many disciplined research program cnccnpassing 
activities in the physical and life sciences. 

Among the research program activities i; planning 
and conducting "life sciences rcseatch to include 
behavioral sciences, physiology, and the related 
physical science materials with emphasis on assess- 
ment, health, bionics, narcotics and biological and 
chemical warfare materials." 

OSI 


Provided in- house consultation support in para- 
psychology and physical health nsscssrsnt programs. 
The forr.er involved unusual sensory phenomena and the 
latter reaxjcc analysis to assess the physical health 
of foreign leaders. 


Declassified by 
170374 17 February 1976 
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B. Describe the types of human use experiments monitored 
or supported directly or indirectly by these offices. 

ors 


OTS was involved in a program to monitor the 
behavior of individuals under the influence of 
drugs. Following laboratory testing, the second 
phase of the progran involved drug testing on 
voluntary participants. The final phase (19SS* 
1963), conducted in conjunction with officers of 
the Bureau of Narcotics, involved application on 
unwitting subjects in normal social situations. 

ORD 


Types of experiments monitored or supported by 
ORD wvre essentially those of (a) identifying per* 
sonality traits, characteristics, skills or aptitudes 
that say be useful in the selection of Agency 
employees -- including physiological means for 
establishing bona fides of foreign agents; (b) 
examining techniques and methods which were deemed 
likely to he effective in the assessment of physical 
or mental states by using equipment that makes no 
physical contact with the subject. 


2 



C. Explain the nature and extent of the reorganisation or 
transfer of functions involving human experimentation projects, 
the reasons for the reorganisation or transfer, and wl*o ordered it. 

ors 


In 1962, OTS management began to orient its 
behavioral activities toward the use of psychological 
assessments to support active operations and away 
frtxa peripheral long- range research. This trend 
continued until the middle or late 1960's when OTS 
totally disengaged from human experimentation research. 

ORD 


No documentation relating to "a reorganization or 
transfer of functions involving human experimentation 
projects" was found in OKD files. 
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4. Pa ai‘.?riu4 to t» ; J.-ct *.he 

expcrirent thjt ir. wived Pr. Frank 01 sen anti at least three others as 
human subjects, and Cor what purposes was tlso experiment conducted? 

• 

A. Identify the drugs or chemicals that wer© used in the 
experiment. 

• OTS 

Cb 13 April 1953, Mr. Allen W. Dulles, Director 
of Central Intelligence, approved a program related to 
research and development of a capability in tho covert 
use of biological and chemical materials. Hie subse- 
quent cxperic-ir.t involving Dr. Frank Olsen was part 
of that progrrra and was conducted to observo tlto effects 
of - * specific drug in a conference setting. 

LSD vos used in the experiment. 

B. How many times and at what dose level were the drugs 
* or chemicals administered to tlie subjects? 

OTS 

The drug, ocas administered one tine, "at an unknown 
'but apparently low level. 


C. How. were these drugs or c I tea i cals administered to the 
subjects? 

, OTS • 

The drug was put in a bottle of cointreau. 


Dl Who administered the drugs or chemicals to the subjects? 

- 235 

The identity of the individual (sj actually 
administering the drug is unknown, although three CIA 
officers were reprimanded for their roles in tlie incident. 

•b 

E. Was there medical supervision of the experiment? 

OTS 

Theme mas apparently no medical supervision of the 
experiment. 
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$. lbs CIA ever supported, directly or indirectly, experiments 
involving human subjects at or through federal facilities for drug 
research and rehabilitation of drug addicts in or near (see letter of 2S 
September from Senator Kennedy for listing). 

OTS 


The records available to the Office of TccJmical 
Service do not contain a complete listing of the 
institutes, fcdcial facilities and specialists involved 
in drug research experimentation. It is known that the 
Drug Addiction Center at Lexington, Kentucky, was involved 
in a program involving witting volunteers. 


ORD 

0R0 has contracted with the University of Texas, 
Medical branch, Galveston, Texas for research to determine 
personality character is ties- of people deemed to be good 
assessors of other humans. Old) also contracted with 
Baylor University, College of Medicine for research to 
determine whether voice signals can be used to assess the 
emotional state of an individual. 



935 


6. Please provide details of the nature of the records and 
docvracnts that were destroyed in 1973 pertaining to Itunan subjects. 

OTS 

In January £973, . , advising 

tliat he was acting on instructions from DCI, Richard Helms, 
ordered the destruction of all records associated with 
drug research arxi testing. On 31 January 1973, seven 
boxes of progress reports from 1953 through 1967 were 
recall cd from the archives and destroyed. In addition, 

25 copies of a booklet entitled "LSD- 25, 5oae Un-Psychcdclic 
Indications," were destroyed. 


\ 


/ 
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P CENTRAL INTELLIGENCE AGENCY 
Office of Legislative Counsel 
Washington, 0. C. 20505 
Telephone. 351-6121 (Code 143-6121) 

* 

Tim MicFie 

Senate Judiciary Subcommittee on 
Adminietrative Practice and Procedure 


Enclosed is a response by OTS to your 
letter of 25 September 1975. 




in. 


iimiti 
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1. Offices within CIA that were responsible for 
monitoring or supporting experimentation involving human 
subjects were the Office of Security, Office of Scientific 
Intelligence, Office of Medical Services, Office of 
Research and Development, and Office of Technical Service 
and its predecessor units. This paper confines itself to 
the latter. 

a. Office of Technical Services provides a 
variety of technical and scientific support to the 
intelligence collection effort. 

b. Office of Technical Service was involved in 
a program to monitor the behavior of individuals 
under the influence of drugs. Following laboratory 
testing, the second phase of the program involved 
drug testing on voluntary participants. The final 
phase (1955-1963), conducted in conjunction with the 
Bureau of Narcotics, involved the use of selected 
drugs on "unwitting" subjects in normal social 
situations. Further details of this testing are 
included in paragraph 13. 

c. In 1962, OTS management began to-orient its 
behavioral activities toward operations and away from 
peripheral long-range research. This trend continued 
until the middle or late 1960 's when OTS totally 
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disengaged from further efforts -to chemically 
influence human behavior. At this point, with the 
* exception of (HIOJECT) , the Office of Research and 
Development would have been responsible for any 
continuation of research on tho identification and 
characterization of drugs that could influence human 
behavior believed necessary. The new direction taken 
in. 1962 resulted' from decreasing concern regarding 
Soviet drug activities, budgetary pressures, and 
alternate and more- pressing operational priorities. 
(HUMECT) - the records of (HtOJECT) were destroyed 
along with other records relating to drug research. This 
program ran from 1967 to 1972. Zt was a very small effort 
which, with the exceptions to be noted below, consisted 
of small grants to individuals to enable them to continue 
or expand work they were already doing and to give us 
direct accoss~to that work. They did very little work 
for OTS other than to serve as consultants in the area of 
their expertise. 

One of these individuals, an MD Psychiatrist, did 
human testing research with Cylert (magnesium Pemoline) 
which had been alleged to enhance learning and memory 
ability. The work was supported by a research grant from 
(A V.8. Drug Manufacturer) . The unclassified study was conducted 
on volunteer subjects at the (a medical facilot Df caufcrhia) 


2 
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at Vacaville State Prison. TSD money may have helped, 
support this effort. . • 


2. Dr. Gottlieb was assigned to one of the compon- 
ents identified in question tl. 


3 
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b. 


.*• 

v 6 


c. See a. above. 

d. Dr. Gottlieb's immediate supervisors were: 


% 


4 



4. On 13 April 1953* Hr. Allen W. Dulles, Director 
of Central Intelligence, approved a program related to 
research and development of a capability in the covert use 
of biological and chemical materials. The subsequent 
experiment, involving Dr. Prank Olsen,, was part of that 
program. The experiment was conducted to observe the 
effects of a specific drug on unwitting participants in 
a conference setting and had the approval of. 

, Chief, Technical Operations, TSS. 

a. LSD was used in the experiment. 

b. The drug was administered one time at a 

dose level reported to have been about 70 micrograms. 
In a subsequent memo to the DCI from the Inspector 
General, dated 18 Dec. '53, the dose was reported as 
1/7 of that formerly established as safe. 

c. The drug was put in a bottle of cointrcau. 

d. The identity of the individual (s) actually 
administering - the drug is unknown, although three 
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CIA officers were reprimanded for their roles in* 
the incident. •* . 

e. There was • apparently no medical supervision 
of the experiment. 

5. As far as can be determined, TSD-sponsorcd 
research involving human subjects was cbn fined to the 
following institutions! . 

(A MASSACHUSETTS HOSPITAL ) 

State Hospital 
Narcotic Addiction Hospital 
( A BIOLOGICAL IABGRATORT IN NEW YCRK) 
and possibly the 

Clinic of the Record Court in 

(A MICHIGAN CITT) 

(see also Paragraph 13) 

Unfortunately all files on the experimentation conducted 
at these institutions were destroyed} hence, no details of 
the type requested are available. 


7 
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25 copies of a booklet entitled "LSD-25, Some Un-t’syche- 

* •« 

- delic -Implications#" were destroyed. 

• . * • • 

7. Since 1973 OTS has not engaged in any activities 
relevant to this question. Prior to 1973 this type of 
detail is simply unavailable. It is presumed that all of 
the work done at universities and foundations was done 

under the then current standards of those institutions. 

• . * 

8. He believe that drugs were used on fully witting 
individuals within CIA.- It was understood to have been 

a policy of the researchers that no one could administer 
the mind influencing drugs until they were fully familiar 
with thorn and had themselves experienced their effects. 
Thus# it can be assumed that all of the program researchers 
had been administered the drugs intended as interrogation 
aids. Some operations personnel# case officers# who 
planned to use these drugs operationally arc believed to 
have been administered them under the same philosophy. 
Exactly what precautions were taken is not known. All 
subjects selected would almost certainly have been from 
among college educated operations personnel# persons who 
by nature of their background and training would have 
fully appreciated the significance of their consent and 
involvement. 

Xu is believed that the only use of "unwitting" sub- 
jects# apart from the Olsen case# is reported in all the 
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detail available in paragraph 13. It is believed that 
drugs- wero never used on ynwitting Agency personnel. The 
sketchy rocorda available indicate frequent discussions 
of the need to use the drugs on unwitting individuals and 
of an awareness of the seriousness of such a decision. 

The few instances where unwitting subjects were used, or 
unwitting testing contemplated , stand out so conspicuously 
that it can be assumed that any other testing involved only 
fully witting subjects. 

9. We know of no deaths in connection with human use 
experiments conducted or supported directly or indirectly 
by CIA other than the Dr. Olsen case. The Olson file is 
available for review and is not extracted here. 

10. One 1963 memo referring to the "unwitting" testing 
of these drugs staked that it was reported that in a number 
of instances these subjects became ill for hours or days. 
There was one instance of hospitalization. The above, 
taken from an I.G. review in 1963, are the full details 
available and apart from the Olsen case, the only reference 
to injuries encountered. This' remark was in reference to 

a situation further outlined in paragraph 13. 

11. The complete Olsen file is otherwise available 
to the Subcommittee, hence it is not attached. 

12. No record of the Foundation has been 

located. The Fund was used as a mechanism to 

non-attributively fund work of interest. Whether it did 
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any experimental work is koetwit- . 

* 

r 13. Two words in this question are susceptible to 
ambiguous interpretations: conducted and experiments. 

Using the broadest possible definition of each, the answer 
is yes. 


Finally, in an effort to simulate operational use 
situations, a program was instituted with the cooperation of 
the Bureau of Narcotics, which tested these drugs on persons 
in social situations. Full details of this testing are not 
available but it appears that selected individuals, .associated 
with the "drug culture," were invited to a house and offered 
drinks or drugs. These subjects were then "unwittingly" given 
a drug being tested as a possible aid in interrogations and 
their behavior probed/observed. The individuals left the test 
site when they were ready to do so. No follow-up or monitoring 
was normally possible. This program began in 19SS at one 
location and was expanded to a second location in 1961. The 
precise date of termination of this testing is unclear but it 
seems certain that al). such testing terminated by the end of 
FY-64. 


10 
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* •* 

14. The Office of Naval Research 'was used as an 
‘intermediary to fund a contract with NIMH, 1952-1962, 

intended to test various hallucinogenic drugs. The testing 
was reportedly done at the Addiction Research Center, 
Lexington, Kentucky. Reportedly the mcdicinals DAKVON, 
VERSIDYNE, and ROMILAR were at least partially the result 
of this program. 

15. We are not aware of any foreign intermediaries 
being used. 

16. See Paragraph 14. , 

17. It is believed that within the intent of this 
question the answer is no. 


*The accuracy of this statement is questionable. It was 
retrieved from Dr. Abramson's statement after the death of 
Dr. Olsen. Dr. Abramson was not present when the drug was 
administered; hence, his testimony at best would have been 
second-hand. 


11 
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1. Offices within CIA that were responsible for 
monitoring or supporting experimentation involving hut.. in 
subjects aro the Office of Technical Services (OTM, Office 
of Research and Development (ORD) , Office of Scientific 
Intelligence (OSl), and tho Office of Security (OS). 

A. Describe the functions and responsibilities 
of the offices. 

OTS 

Formerly known as Technical Services Staff 
(TSD) , OTS provides a variety of technical and 
scientific support to the intelligence collection 
effort. 

ORD 


a. ORD "is responsible for research and 
exploratory development directed toward (a) anti* 
cipating intelligence problems and analyzing them 
in conjunction with the responsible or producing 
components to identify the range of possible 
solutions, (h) assessing and advancing emerging 
technologies, processing techniques, and analytical 
methodologies applicable to the identified solu* 
tions, and (c) selectively investigating the 
feasibility of reducing the new concepts to piacti- 
cal use. Additionally, directed technical support 

is provided to other Agency components, as appropriate." 

b. ORD fulfills those responsibilities through 
a many*disciplincd research program encompassing 
activities in the physical, life, and social sciences. 
Research program activities include life sciences 
research in "behavioral sciences, physiology, and 

the related physical science materials with emphasis 
on assessment, health, bionics, narcotics, and bio- 
logical and chemical warfare materials." 'these 
responsibilities arc specified by Agency regulation. 

It should be noted that the responsihi 1 it) for 
"narcotics and biological and chemical wai fare 
materials" is misleading. A more correct statement 
would be "narcotics control and dctc ~t ion/ ident i f i • 
cation methods for biological anJ'ch'.imcal warfare 
materials.” We have requested a chai ge in the wording 
of tho regulation in order to convey the true respon- 
sibilities of the Office of Research and Development. 


ESI COPTMAfl* ] 



The Office of Science and Intel! igcn<o is 
responsible for producing intelligence on foreign 
scientific and engineering research and advanced 
technology in the physical and life sciences. As 
part of this mission the Life Sciences Division 
produces intelligence on Soviet and PRC biomedicine; 
Soviet behavioral sciences research and applications; 

; biological and chemical warfare; world' 
wide food research, technology and practices; and on 
worldwide human and animal epidemiology. 

OS 


Responsible for physical security of CIA 
facilities, property, and information; security 
clearances of personnel employed by, associated 
with, or of interest to CIA; and security support 
to other components of CIA. 

B. Describe the types of human use experiments 
monitored or supported directly or indirectly by these 
offices. 

OTS 


OTS was involved in a program to monitor the 
behavior of individuals under the influence of 
drugs. Following laboratory testing, the second 
phase of the program involved drug testing on 
voluntary participants. The final phase ( 1 9S5 - l‘Jf>3) , 
conducted in conjunction with officers of the Bureau 
of Narcotics, involved application on unwitting 
subjects in normal social situations. 

ORD 


a. The types of human experiments monitored 
or supported by ORD were essentially those of: 

1) Identifying personality traits, charac- 
teristics, skills or aptitudes that may he useful 
in the selection of Agency employees* •including 
physiological means for establishing (credibility) 
bona fides of foreign agents. 
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Included in this category is research 
leading to the 'identification and codification 
of cultural, psychological, personality and con- 
versational traits having a potential for use in 
developing models of cultural/personal i ty profiles 
for assessing foreign individuals. Such models 
would help to determine observable characteristics 
that indicate whether the foreign possessor of 
intelligence information is lying, being evasive, 
being candid and possibly susccplihlo to recruit- 
ment os an intelligence source. The models will 
also be used in assessing the reliability and the 
bona fides of foreign agents who arc providing 
information. Such models would have application 
in the polygraph interview setting where sensors 
to measure physiological responses arc attached 
to the subject. They would also have application 
to direct conversation in which a foreign source 
may be assessed. In this setting, information 
could be obtained through proper exploitation of 
•cultural^- psychological and personal characteristics 
of the foreign individual. 




OSI 

No involvement. 


OS 


OS studied the effects of various drugs, 
chemicals, and hypnosis for possible use as inter- 
rogation aids. 


.3 
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c. lixplain the nature and extent of the icorgani- 
ration or transfer of, functions involving human 
experimentation projects, the reasons for tho reorgani- 
zation or transfer, and who ordered it. 

OTS 


In 1962, OTS management began to orient its 
behavioral activities toward tho use of psychological 
assessments to support active operations and away 
from peripheral long-rnngo rcseorch. This trend 
continued until the middlo or late IDoO's when OTS 
totally disengaged from human experimentation research. 

ORD 

— _ » 

No documentation relating to "a reorganization 
or transfer of functions involving human experimen- 
tation projects" was found in ORD files. People 
whose association with ORD dates back to the 1968-69 
period rocall a redefinition of ORD/TSD responsibilities 
at about that time. Under the redefinition, ORD was to 
have a greater role in research projects with long term 
goals while TSD would concentrate more on the short torn 
operational aspects. 

OSI 


No information. 


OS 

No information. 

2. Was Dr. Sidney Gottlieb ever assigned to any office 
identified in question number 1? Whether or not ho. was 
assigned to such offices -- 

A. What was his position with the CIA? 



3. Was Dr. Robert Loshbrook evor assigned tfr-*ny office 
identified in question number 1? Whether or not he was 
assigned to such offices 

A. What was his position with the CIA? __ 


4. Who authorized Messrs. Gottlieb and Lashbrooh to 
cond uct the experiment that involved Dr. Frank Olsen and 
at least three others as human subjects, and for what purposes 
was t he e xperiment conducted? 
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A. Identify the drugs or chemicals that tore 
used in tho experiment. 

On IS April 19S3, Mr. Allen W. Dulles, Director 
of Control Intelligence, approved a progrnn related 
to research and development of a capability in the 
covert use of biological and chemical mat*, rials. 

Tho subsequent experiment involving Dr. Frank Olsen 
was part of that program and was conducted to observe 
tho effects of a specific drug in a conference 
setting. 

LSD was used in tho experiment. 

B. -How many times and at what dose level were the 
drugs or chemicals administered to the subjects? 

The drug was administered one time, at an unknown, 
but apparently low level. 

C. How were these drugs or chemicals administered 
to tho subjects? 

The drug was put in a bottle of cointreau. 

D. Kho administered the drugs or chemicals to the 
subjects? 

The identity of the individual(s) actually 
administering the drug is unknown, although three 
CIA officers were reprimanded for their roles in 
the incident. 

E. Was there medical supervision of the experiment? 

There was apparently no medical supervision of 
the experiment. 

5. Has CIA ever supported, directly or indirectly, 
experiments involving human subjects at or through federal 
facilities for drug research and rehabilition of drug addicts 
in or near (see letter of 2S September from Senator Kennedy 
for listing) . v 

The records available to CIA do not contain a 
complete listing of federal facilities or other 
institutions pertinent to this question. From 19S2 
to 1962, the Agency had a classified conti act with 
the National Institute of Mental Health, tl.S. Public 
Health Service with the purpose of finding a synthetic 
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analgesic and anti -tussive drug which was as safe 
or safer than codeine. Actual testing of drugs 
was performed by N 1 Mil at National Institute of 
Mental Health, Addiction Center, l.cxiugtou, Kentucky. 
Testing was done on animals and human volunteers 
(patients at the facility in l.cxington) . The Agency 
terminated tho contract in 1962 with a report that 
the goals wore rcalizod. Apparently tho project 
continued with NIMII financing. 


Records also show funding of research may have 
been provided to State University, 

University, State University, 

University, University of , 

University of , and University of 

The precise nature of the activity has not been 
identified. 

6. Plcaso provide detail's of the nature of the records 
and documents that were destroyed in 1973 pertaining to human 
subjects. 


7. Prior to and subsequent to 1973, what provisions did 
CIA make for medical follow-up on human subjects who partici- 
pated in experiments that were supported or conducted, directly 
or indirectly, by CIA7 


8 
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Medical supervision of the drug experiments by 
the Office of Technical Service varied widely since 
, they were conducted through a vnricty of different 
mechanisms. In the case of the l.cxington, Kentucky 
hospital, experiments were conducted by a well trained - 
and competent staff of MO's and psychiatrists. In 
other cases experiments were conducted with no apparent 
medical oversight. The nature of other experiments was 
such that no medical follow-up was required. 

8. Prior to and subsequent to 1973, what control has 

CIA exercised in monitoring and reviewing human use in experi- 
ments that CIA supported or conducted, directly or indirectly, 
and in assuring that thero was adoquato informed consent from 
those human subjects involvod in such experiments? 

Some of the drug experiments conductcjl. by the Office 
of Technical Service were conducted on unwitting subjects. 
The hulk of the experiments as indicated in paragraph lb, 
however, involved consenting subjects. Prior to 1973 the 
Agency followed the normal practices and procedures estab- 
lished by the institutions where the work was conducted. 
Subsequent to late FY 1973, the Agency has required in 
all new contracts that the institutions involved adhere 
to HOW Guidelines by requiring compliance with the follow- 
ing contract provision: 

"In the performance of this contract, the 
Contractor will assume responsibility for adhering 
to established and accepted professional, ethical, 
and legal practices in the use of human subjects 
for research purposes. This will include the main- 
tenance of medical confidentiality of the individual 
subjects' records and the maintenance of anonymity 
in data forwarded to the Sponsor." 

Onco the research is— underway these procedures arc period- 
ically reviewed by the project officer assigned to monitor 
the research. 

9. Have there been any deaths in connection with human 
_uso experiments that were conducted or supported, directly 
or indirectly by CIA? If so, provido details. 

We know of no deaths in connection with hu.ian use 
experiments conducted or supported directly or indirectly 
by CIA other than the Dr. Olsen case. 

10. Ilnvo there been any injuries in connection with 

human use experiments that were conducted or supported, directly 
or indirectly, by CIA? If so, provide details. ' 

We know of no injuries in connection with human 
use experiments. 


Q 
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11. Please supply a copy of all documents relating to 
the Trank Olsen case. 

This hns been done. 

12. lias CIA used the . Foundation, the - 

Fund, the Society 

Inc., tho Fund, or 

, Inc., as an intermediary in funding or supporting 
in any matter experiments involving human subjects? If so, 
provide details. 

CIA records show that Fund, the Society 

, and the 

Fund might have been used as intermediaries in funding * 
experiments involving human subjects. Complete details 
of their uso has not yet been developed. In FY 19GS, 
funds were transferred to the Fund under 

a non*U.S. Government association agreement for the 
research described in question 13. Funds were transferred 
to , Inc., in 1973- 

197S for collation and anulysis of psychological test 
data of human subjects. There is no indication the 
Foundation was used as an intermediary in 
funding or supporting experiments involving human subjects. 

13. Have CIA personnel conducted experiments involving 
human subjects other than the experiment that involved Dr. 

Frank Olsen and at least three other persons? 

ORD 


The one instance in which ORI) personnel have 
been directly involved in conducting experiments 
with human subjects occurred in Orlando, I lorida 
during December, 1964. The subject allegedly had 
transdcrmnl optical perception. The tests were 
observed by a contractor under u classified associa- 
tion contract that had been fundcd„tlirough the 

Fund. In addition to the contractor, 
the subject’s father was present during all testing. 
No drugs were used. With this one exception, all 
ORD sponsored research involving human subjects has 
been conducted by contractors. 
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• In 1971 the Office of Scientific Intelligence 
and the Office of Security, did participate in a 
polygraph experiment on a voluntary human subject. 

This subject was a yoga expert who claimed to he 
able to manipulate his autonomic nervous system and 
thus be able to "beat the polygraph." Our interest 
was in studying Soviot countormoasures to tho poly- 
graph. 

OS 

The Office of Security conducted experiments 
with hypnosis in connection with the polygraph. 

The experiments (19S1-19S3) involved volunteer 
Agency employees. 

14. Besides those entities mentioned in question number 
12, has CIA used any other domestic fund, foundation, society, 
private or Government agency, or organization as an inter- 
mediary in funding or supporting in any manner experiments 
involving human subjects? 

OTS 


The Office of Naval Research was used hy tho 
Office of Technical Service as an intermediary to 
fund a classified contract between CIA and NIMH 
(1952-1962) to test various drugs. 

ORD 


See Tab A. 


OSI 


None. 


OS 


OS files indicate that the Founda- 
tion and the Foundation were used by 

other components as funding intermediaries in 
research, although there is no direct reference to 
human subject experimentation as a part of the 
research. 


11 
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, IS. lias CIA used any. foreign fund, foundation, society, 
privato or Government agency, or organization as ;m inter- 
mediary in funding or supporting in any manner experiments 
involving human subjects? 

Wo arc not aware of any uso of a foreign funding 
intermediary to support human experimentation. 

16. Has CIA used tho U.S. Navy, Air Force, Army, 
Marines, or Coast Guard as an intermediary in funding or 
supporting in any manner experiments involving human 
subjects? 


OTS 


The Office of Naval Research was used hy 
the Office of Technical Service as an intermediary 
to fund a classified contract between CIA and NIMH 
(1952 - 1962) to test various drugs. 

ORD 

See Tab B. 

17. Has CIA ever made arrangements, directly or in- 
directly, to have a-public, private, or military entity in 
a foreign country conduct experiments involving human 
subjects in a foreign country? 

We arc not aware of any arrangements for a public, 
private, or military entity in a foreign country to 
conduct experiments involving humans in a foreign 
country. We are continuing our search for information 
on this question. 
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SECRET 

1*. Research Fu-r?d Threurh - Other than Department of Defense 


t 


r— trictor Cites 

Reason For 
Research 

Description of 
Research 

i 

Remarks 1 

Idcr *1 FY :t::-195S 

To evince o«r ccpc'sility to 

screen personnel* 

rZ'j'rzzr resoaren coat in- 
volved attachment of sensors 
for recording physiological 
responses. No drugs vert 
used. 

Association with I 
U.S. Government f 
was classified. 1 

| 

Wen #2a FY 1965-1987 

To enhance our capability to * 
screen personnel. 

Polygraph research that In- 
volved attachrent of sensors 
for recording physiological 
responses, to drugs were 
. used. 

FT 1965-67 associ- 
ation with U.S. 
Government was 
classified. 

2b nr 1963-1969 
/ \ 

To examine Inforration 
elicitation techniques. 

Sleep suggestibility studies 
tnat involved the attachment 
of sensors, to drugs were 
used. 

FY 1968-69 associ- 
ation with the Age 
is classified. 

2c FY 1971-1976 

i 

To examine new techniques for 
obtaining information. 

I 

Interrogation research that 
involved the attachrent of 
sensors for recording phy- 
siological responses. No 
drugs wort used. 

FY 1971-76 associ- 
ation with the Agti 
is classified. 

- nr 1S65 

.. Fund 

t 

To determine whether unusual 
sensory processes could be 
used for Intelligence 
purposes. 

7 

Attachrent of sensors for 
recording visual and tecta 1 
sensory processes, to drugs 
were used. 

. 

• 

0 

FY-65 association i 
with U.S. Severn- ! 
rent is ctcssi fieda 
This activity is 
covered in the 
answers to q«estfoi 
12 and 13. 


cT P * -v ftyve ? ZL 
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SECRET 


. 16 . *) Research Funds Through - Air Force Office of Scientific Research 1 June 1963 1? October 1971 # * f 


Contractor 

Oates’ 

Reason for 
Research 

Description of 
Research 

Remarks 

Research 
Inst, for 
rental Sci- 
ences, 

» 

FY 1965- 
1972 

To enhance our capability 
to screen personnel. 

Polygraph research that In- 
volved attac^ent of sen- 
sors for ‘recoral ng phy- 
siological responses. De- 
pressants and stimulants 
(secoral and amphetamines) 
were used to establish 
the physiological arousal 
levels in subjects. This 
too< place in the 1967- 
1968 contract year on a 
small number (8-12) of 
volunteers who had given 
Informed consent. 

From FY-65 through rY-68 
this v:ss a classified associa- 
tion. The identity of the 
contractor is included in 
this instance because the 
contractor nas ackr.cv.ledccd 
the association in the media. 
From FY 1959 through 1972 the 
Agency contracted directly 
with on an unclassified 

association basis. That 
decision was in response to 
the findings of theKatxenbach 
commission. 

i 

I den 13 

\ 

FY 1965 

To enhance our capability 
to screen personnel. 

Polygraph research that In- 
volved attachment of sen- 
sors for recording physio- 
logical responses, ho drugs 
were used. 

Classified association. 

University of 
School 
of 

» 

FY 1S67 

To evaluate speech In- 
dices and patterns to 
determ* rc their useful- 
ness in assessing hunans. 

Interview techniques were 
developed and evaluated 
through personal interviews, 
aid drugs were used. 

• 

Classified association In * 
in FY-57. Classified 
association *as discontinued 
in the FY-68 in response to 
the f*rd c r.cs cf tha \atcc*.btc*. 
Commission. 

ji 

CO 


s 

SCRE7 ’•* 
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SECRET 


ilo b) o?sc: 

'w*‘ ?unded Throuch - Office of Naval Research 



i 

Contractor 

Reason For 

Dates Research 

Description of 
Research 

Remarks 

:Idan 15 
1 

FY 1564-1970 To enhance our capability to 

screen personnel. 

Polygraph research that In- 
volved attachment of sensors 
for recording physiological 
responses. No drugs were 
used. 

Classified 

association. 


✓ 


FY 1965-1969 

College, 


I 

A 


nr 1*06-1958 

I 


To enhance our capability to 
screen personnel. 


To determine whether unusual 
sensory processes could be 
used for Intel ligence purposes. 


Polygraph research that in- 
volved attachment of sensors 
for recording physiological 
responses. No drugs were 
used. 


Extrasensory research that 
involved the attachment of 
sensors for recordlno coin- 
ciccnce cf brain waves in 
three subjects when only one 
of the three was striated 
by visual, auditory or ccctal 
scans, ti o drugs were used. 


The Identity of the 
contractor in this 
instance is included 
because the Agere y 
contracted dirgetly 
with . CcTlert 

on an unclassified* 
association basis in 
FY1969. Until t w at 
tine the assedatirr 
had been classified. 
The decision for an 
unclassified associ- 
ation was In the 
response to the 
findings of the 
Katacnback Ccrrissic 

Classified associate 


\ 
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E 


Aysrre ^ ,0301$? 


to 

Ob 





SI 


rrnr 

U..LI 


j 

16 c) Research funded Through - Oesartrent of Airy 

Reason For 

Connecter Cates Research 


Idea »7 Ft 1971-1973 Protection of US VIP's 


Description of 
Research 


Analysis of the results of 
drug testing using fcusan 
subjects. 


Rerarfcs 

A review of this 
activity ras deter 
dined tnat CIA fw 
were net used for 
research testing c 
huren subjects but 
were used only ft' 
the analysis and . 
evaluation of date’ ^ 

obtained frpsfani- o* 

or fron datl-obtai* to 

by others i» pricr. 
experiments. 


! 
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OP-FIclkL -Cl A : 

hft: 

1. The final phase of testing of program materials involves 
their application to unwitting subjects in normal life settings. It was 
noted earlier that the capabilities of program substance to produce 
disabling or discrediting effects or to increase the effectiveness of 
interrogation of hostile subjects cannot be established solely through 
testing on volunteer populations. Reaction and attribution patterns are 
clearly affected when the testing is conducted in an atmosphere of 
confidence under skilled medical supervision, 

2. CIA, therefore, entered into an informal arrangement 
with certain cleared and witting individuals in the Bureau of Narcotics 
in 1955 which provided for the release of program materials for such 
testing as those individuals deemed desirable and feasible. The 
initial arrangement obtained the services of a senior representative 
of the Bureau and one of his assistants on the West Coast. A parallel 
arrangement was established on the East Coast in 1951. The Director 
of the Bureau has been briefed on the. activity, but the Agency Offi- 
cer, who has guided the program from its inception, is of the opinion 
that the former would disclaim all knowledge and respons ibility in 
t he even! of compromise . The program director has, in fact, 
provided close supervision of the testing program from the beginning 



and makes periodic visits to the sites* The sum of $10, 000 has been 
provided annually to each of the two projects to cover cost of cultivation 
of targets and of maintenance of a safehouse in each area for the 
observation of effects ofsubstances on selected test individuals* 

3* The particular advantage of these arrangements with the 
Bureau of Narcotics officials has been that test subjects could be sought 4 
and cultivated within the setting of narcotics control. Some subjects 

— have- been informers or members of suspect criminal elements from 

« 

whom the Bureau has obtained results of operational value through the 
tests. On the other hand* the effectiveness of the substances on 
i ndividuals at all social levels* high and low* native American an d 
foreign* is of great significance and testing has been performed on a 
variety of individuals within these categories* 

4* A significant limitation on the effectiveness of such testing 
is the infeasibility of performing scientific observation of results* 

The Bureau agents are not qualified scientific observers* Their 
subjects are seldom accessible beyond the first hours of the test. 

The testing may be useful in perfecting delivery technique s*_and in 
identifying surface characteristics of onset* reaction* attribution* and side* 
effect. In a number of instances* however* the test subject has become ill 
for hours or days* including hospitalize tion in at least one case* and the 
agent could only follow-up by guarded it quiry after the test subject's 
return to normal life. Possible sickness and attendant economic ^toss 
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arc inherent contingent effects of the testing. 

5. The program officer stated that the objectives of 

covert testing concern the field of toxicology rather than medicine; 

further* that the program is not intended to harm test individuals* and 

that the medical consultation and assistance is obtained when appropriate 

through separate program arrangements. The risk of compromise of 

the program through correct diagnosis of an illness by an unwitting 

medical specialist is regularly considered and is stated to be a 

* 

governing factor in the decision to conduct the given test. The Bureau 
officials also maintain close working relations with local police authorities 
which could be utilized to protect the activity in critical situations. 


3 
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CENTRAL INTELLIGENCE AGENCY 
Wa»hihutoh,D.C. 20505 


I October 1975 


Honorable Frank Church, Chairman 
Select Committee to Study Governmental Operations 
• With Respect to Intelligence Activities 
United States Senate 
Washington; D. C. Z0SX0 
, * * 1 . ^ 

Dear Mr* Chairman: 


v.. ^ vv*. 


-/ Forwarded herewith is a copy of a letter l received from Senator 
Edward Kennedy, Chairman of the Subcommittees on Administrative 
Practice and Procedure and Health, In essence the letter requests that 
* 1 provide Senator Kennedy's Subcommittees a considerable amount of 
material related to certain experimental programs in which this Agency 
has participated* w.; . i; • \ 

\ *. . . ' ;v * ’ '•* .< * • . •*. \ f ■ ■ * ;-. v ' •**!. ;/<: ■ 

7 Ae you know, this Agency has been cooperating with the Senate 
Select Committee for some time on the same subject matter*-,; Jt would j?; 

seem that Senator Kennedy's Subcommittee investigation pa rallels;that\ 7 f&Vjf 
o t the Select Committee on this subject and that a separate response 
Senator Kennedy would be a duplication of the substantial \ j 4 

expended on tide matter* In ae much as the Select Committee 
gone Into these areas, you may wish to suggest to Senator Kenned/ 
order to avoid duplication of effort he defer inquiries into CIA aspe^^C^^g* 
such programs until after the Select Committee has compfeM^ 
gatlon and issued Its report on the subject* • • 7 * ' 

Since Senator Kennedy ha* rc<|uet.led the. information by OcteVe3rrt^.; T V 
J would^ppreciate an early response to the above wstion. V»„ n.M*er = • ; 

h« be.ndiscus.ed with Messrs. Miller. Bader and Maxwell of ynnr r.ta|f. f 

Sincerely# 


(j&CQl 

W. E. Colby 
Director 


■Enclosure 
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CENTRAL INTELLIGENCE AGENCY 
Washington, D.C. 20505 


1 October 1975 




Honorable Edward M. Kennedy 
United States Senate 

Washington# D. C* 20510 

# < \ 

* . # , #4 . # « , . • . 

Otar Senator Kennedy: 







Agency has been involved. 

v; : si 

•i. : ‘ the Swat. Select Committee °“ would be duplicative o£ the p 

< . tlonal Inquiries Into thia area att , >,,«• todav written to Senator 

conrtd.rebte effort already put forth. 1 J*** work out eome procedure^/ 
W - Chantb|*dgK«ettng that pcrhap. you and he ^ ao m. area.. 

' whereby duplication can be avoided at this time at iea« v; 

fjof that letter is attached. . 

you that l will cooperate fully in whatever under- ‘ " 



Sincerely# 




: 

irl <ii 


^ * w ‘i 


IV. K. Colby 
Director 


Knclesure 


r* \ 

4 . - \\ ' t 

.. *.« .rvyrn# 

. ‘ **.«. * • V* 

#•: v > i>> 

*' <'*-V vi£ 

- • • -vet 


7(H)26 12C0 
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«. MpwAao h. aMin. m.. rut 

r. wmm. imm oolommyt*. am. 

•minao. HuooccrrpN. nr. cnahuimcc. tuiMti. m h wo 

l. NC. MCMMHI • 


mumm «. iMtuta, ir*rr wwtW 


'jHCwlcfc J&UxUa &enaU 

ICLECT COMMITTEE TO 
•TUOV OOVMN MENTAL OPERATIONS WITH 

respect to intelligence activities 
(MrtvMrr to f. mi. n, mtm oommm) 
WASHINGTON. D.C* 20510 


October 2 3 , 1975 


The Honorable Lei ward M. Kennedy 
United States Senate 
Washington, D. C* 

Dear Senator Kennedy: - 

Senator Church oeked to cend ye u o copy of his letter 
to Director Colby pursuant tr youi conversation with Senator 
Church . 


Since rely, 





V/Jllierr G. Killer 
SroTf Director 


Enclosure 


) 



October 6, 1975 


Mr* Will ion S, Colby ' 

*v> Director w 

‘ Control Intelligence Agency ' n ’ 

Mhsbington, D. C. 

Door Mr. Colby i - 

Tbe Denote Select Cocmittee on Intelligence Activities net 
Wednesday, October 1, 1975* nod during its consideration, took up 
the question of Senator Edward Kennedy's requeot for materials 
concerning certain experliaentol programs In which tbe CIA has 
participated. 

Tbe Ccmlttee voted tint the question you raised in your letter 
of October 1, 1975* properly woo o natter between Senator Kennedy's 
v Subcommittees end tbo CIA. Tbe Geleet Committee intends to continue,;- 
-Its inquiry Into these cotters. 

With kind regards. 


Sincerely, 


Frank Church 
Chairmen 
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7 c. y 

MEMORANDUM I\OR: Director of Central Intelligence: 

SUBJECT : Sensitive Itcsca reh Programs 




• 1* This memorandum is for action and contains rccornmemla— 
tions in paxagx*apli 6* . ** r . . / % 



' Z+ On 13 April 1953 the then Director of Central Intelligence, 

Mr» Alien W* Dulles, approved two extremely sensitive prbgra m», 
one related to research and development of a capability in the covert 
use of biological and chemical materials, the other for the 

/Owing to the unusual nature- of these 
programs, theMlirector waived normal Agency funding, accounting 
and contractual procedures. . • .* . ; • m ^ ^ 

. *• • .* • •••• * * e ‘ m * r * • *. 

3# In 19&3, the Inspector General conducted an inspection of 
MKULTRA * and noted that "the structure and o£>e rational controls 
over this activity needed strengthening; improvements are needed in 
the administration of the research projects, and some of the testing 
of substances under simulated operational conditions was judged to 
involve excessive risk to the Agency.** It v/as recommended that the 
original authority for MKULTRA ; should bo redrafted and resubmitted 
to the DCI for apx*roval, * . 
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After cloven years of experience with t:ho MKULT.RA* mcclw 
iinUrrii it is my belief Utat the basic reasons for request) ng waiver 
of a larida rdized administrative controls over these sensitive activities 
arc ao valid today as they wore in April 195 3* However, experience 
with the mechanism, as well as the changing nature: of operational 
requirements strongly supports revision and updating of authority 
for this activity* This new request would limit the waiver of estnb- * 
lished Agency support procedures both in the type of activities con- , . 
template d and the fiscal resources to be expended* ^ 

* • . * . . *• 

6* It is therefore requested that the Director of Central . * *. 

Intelligence approve the following re commendations t .*/•,*’ *v ' 

* * , . •, * * ’ - \ * .'••• 
a* MKlifcTRA Project, name be changed to .-MKSEATKJHV- . -• : 


b* Deputy Director for Plans be authorised to permit 
Chief, T .8 D to continue to* 

operate MK5BA8CU«f- # *as a program limited tor. 

(1) Develop, test and evaluate capabilities in the 
covert use of biological, chemical and radio-, 
active material systems and techniques for 
* producing predictable human behavioral and / ox 
physiological changes in support of highly sen- 
sitive operational requirements* 



c* Total annual authorisations noJ to exceed 

. ^ . .. ■ i * * # • . * 

d* The approval of the Deputy Director for Plans be 
required to include new project to amend, extend 
renew or terminate coni inning efforts in the * 

Program* . . . • 

» • 

llocl assi Tied ,hy Of, 1581 

i . 

• 1 3 t‘.CV 1375 



) 
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e. The OojMily Di vertor for Plans jointly with the Deputy 
Director for .Support* establish procedures for Ilie 
mini fit ration of MKSEARCH “** . 

f* The Deputy Director for Plant; shall brief the Doxnity 
Director of Central Intelligence at least « oiTd-armi tally , 
on MKSEARCH' frefivif aok. . * . 

g* The Chief, T S D shall maintain 

internal controls anti records of all substantive ar»cl- 
support matters within each MKSOARCIV .. ^project* 

These wiU include: • ' • * .;* 

(X) A plan of the research «ffid development: to ho per- 
formed by each project. ' •. 

# * \ ' \ 

{Z) An ad mini strati vc x>lan for each project approved 
l>y the DD/S or his designee setting forth security, 
budget and detc^Ued accounting arrangements.. . * # 

* * ’* . . . 

*h. Waiver of any of the established administrative and 
control procedures ofKKSEARCH.* will require the*’ 
approval of the Director of Central Intelligence*. 






. CONCURRJEWCBS: 


Richard He) mo r **‘ *•/ 
Deputy Director for Plano * 
* . V; x r \ . • 







Deputy Director for Support 



Inopect^Lucneral y 



Executive Director 1 r" 




Declassified by 0S4SH1 

Derputy Doctor of Central Intelligence ^ ^-^C.,1375 

The recommendations containc 1 iri paragraph, 6, . 

a. through h. , arc* approved*^ **•$/>(' s\ # * *•'» 1 Mi 

— ■■ — *"** ^ v»V^ k. 

&W» *>/ — 

fy'rjJ Id rector of Central In» ell jgenr.c |# 



KBJCRASCOI TCRt Chief, Ops rationn Dlvlcico 


sawscr 

# 


X Policy ncd Procedures for the Ujc of ft?C£U In 
Ceuceetla’i with the IP/? llianion 


X* Rt^crccco io r '.do to the rccomr^dna frco the Acting Jlp/p* 
dated 14 Itxrch 393*3, cebieefc ua nbcrc* It la x*c«v»tc4 that yc/a 
rtrpreaeat tin l£*diccl Stiff r*t ovrh iscoUiig# 

2« In ycprcfirtrfclrs; ihar fc&ic&X Ctt.fr i you irxy cam to cocaltar 
tbo fadlcviss ixediag C7 nirllcr words o:; c. ouggcntlca for yc^^sph 
2n cf cubjecb nsrxsv.rdca* 

"lot certain crrroticsal oituatievn which ran? rrt tho erplfrr- 
cent of ex t rr ^ r d lcary r.exsvreo to ntierat to cfcisiu ra Cb^nctim 
not obt^tr.rhdc by c/Olrary :.rx:su, tbo u^e cf dvr.-n Is pcrainniMc* 
•Thro authority icr the uso of dretp la net deJervucti; and th.y rr,j 
. be \*aed oaly rjfhrr crrtlfi cation thnfc their U 30 la in the raticn&l 
interest by thn Chief of Cparatlcsa tvi-cd on ndvico frtn hi:; 
CXcpon>wU), the Director cT Security on! the Chief, iledicnl Stuff. 

’’Xsaanuch na tbr final value cf the 1*0 of &rv & * for cncr> 
tloaal purpose* haa yet to bo dct'ennicel, ndcqir-tcr research 
Otteotlc a will be f;lvcn the ccbjvct. >*11 research rcquirl*y$ 
the participation cf the huma cr^lsn vill be under tho 
direct lea of tfco Cnld, Kcdlcal Staff*" 

3* Pe rag rc nh 2c cf nvh«cct uecoracdui requests the fcrrn&atica 
of fin Isoncy prcrpmn. /iXlbcrordi cy prcpc&f.d sUvaecest requires o»xr 
direction vben bussn panic ipatica la Ixr/olvvd, I believe ve o hcrolxl 
InUcntcr our^ffilllr.^ro to evoouen entire research reversibility* I 
belle/o tbl9 la n proper cxr^^niestlcaaX fifties la at^crJAsm vlth 
our nodical nlssica osd cur euptarleues In this field in cueeccrt cf 
tbo DP/?* cad also in cccardor?co with ry leecnt undcsrsiiW'tir.g thvt 
TS3 in rwot cringed in radical rattero, na rrjOcctcd in rec.*:::S ea^crw 
notices vitb iksrbcm of that Staff* * 

h . I vcxild farther propone that, while the nodical Staff would 
accccylish the? ceceaaary research, the entire yrc^rrm vc^ild be under 
tho dlrectica of o ccssittco. X vould request that, in a tntter ca 
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*»vt£lv«A tmA nwnlUw r-..i IMn <•?: », •*,»!•& a ^vW. 
ba tar. **•£«.•* wUIi ev itUK^iA* j •:; t-u.iMn «.? /•,•/, 
l?I, tt»?. Vt3 tvs'. Uu» CKlcv of r>.i:V;-.!.!. 7 »' 


•rv.t~ul.nttv,.;, SVr.n c.£» 
«f»i iWJjrci .'M-.-j/c. 




Ilccl.issifictl !>)' 013441 


>** 

■s* 


; 



Chief, Medical Staff 
Director of Security 
Chief, TSS 
Chief, Staff - 

PolfCy and Procedures for tho Use of 
Drugs in Connection with the DD/P Mission 

DD/P Memorandum dated 14. March 1958 


1. A meeting of the committee established by referenced 
memorandum is set for 1<J;30 a.m. , U April. A suggested 
Agenda for this meeting is a discus srion of the advisability of: 

a* Conducting a study of new drugs not currently being 
used by CIA; 

i 

♦ 

b. The preparation of a report for the committee by the 
Office of Security, tho Medical Staff and TSS Da the results 
of past use of drugs; 

c» Discussion of an interim policy relative to the 
procedures leading up to the approval by COP of tho uso of 
drugs in any specific case; and 

d» Discussion of formalizing an Agency policy con- 
cerning the use of drugs. 

2 . As a basis for discussion tho following draft is sub- 
mitted an possible Agency policy: 

f, It is in the national interest, under certain circumstances, 
to use drugs to achieve a particular 

operational advantage. It is the policy of CIA not to use any 


MEMORANDUM FOR: 

SUBJECT:, 

REFERENCE; 
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drugs I . . .. igainM the will of a subject where 

it may reasonably he expect eel to < au.;c the subject tasting 
mental or physical harm as contrasted to possible temporary 
discomfort* Drills may bj used only after certification by the 
Chief of Operations that their use is in the iwitional interest* 
Kxc.cpl for medical reason?. , no drugs will he, used on any staff 
office. r or employee of CIA or any other U. fi. agency without 
(a) the consent of the employee, (b) a certification by the Chief, 
Medical Staff, that the drug will not cause any mental or 
physical damage to the employee, and (c:) approval by Hie DDC1* 

•'Since drugs are still in an experimental ntage as to the 
scope of their ultimate use, the recommendation for use in any 
particular case should be made on the basis of need and 
national interest* The cost factor in this experimental phase 
Is a sec ondary consideration. " 

3* As a basis for discussion, the following draft if; sub- 
mitted as l!.e cornmittc e ~r ccornmcndcd interim policy for the 
approval of the use of these drugs: 

"Pending the establishment and approval of the final A gene 
policy for the control and use of drugs for the purpose of 

or operational objectives, all requests for Ihc 
use of drugs will be submitted to this committee for its recom- 
mendation to the Chief of Operations, DI)/p. The committee 
will in fj ch instance specific ally recommend 

a. Whether or not drugs should be used; 

b* The specific drug to be used which is most likely 
to accomplish the desire d results; 

c* The estimated risk factor:., if any, involved in 
its use; 


d. The procedure and circvmr.faiiccH under which 
the? drug is to he administered; and 

Declassified by .054 581 
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MAH 133*1 


Y&X&XlL\Z)l M t Upnly Chi ut 9 Cl r jUXZ 

Polity/ r-«-*d for O'.o Uoo of j>ra:'.r> 

itt Cccrtootion with tho I-f/V Xivataa 


1* Tbnjf^i brvn r.^vor^l T*cant ir.'Mirio* v< thin tho XX/V xa 

to policy r.r»d prococuroo itiih respect to too wza of dra^sr* Thu xvJulto 
of ycc»r rocairt corr/cr t io n 3 viib tr o Technical Scrvlcea .'iitu*i* y the 
Medical JtsfX rnd tho Office of f ccarity le.vi r.o to b?liuv* that it 
vculd ho tdviuablo, at this t5~r>> for too f-L/r* coi*icooento ir.vvrstjted 
Jn thin proulcn »TSS to coir^r.n inic.r 3 . 0 lly vilh racre~* 

ftontativm of tho ikrdlcol Otaff cr.d thtt^Cfllc.* of .Security ar.d producer 
^oooer^^rxzAtioTTa va to pol ivy r.r.ti procedures la thi u highly cfcr.sltlYa 
t>rt>n* 1 . r.rzxitruo that tola bn doive at tho oarlicni opportunity*. 

2 m X should ltko to ask y?-tt to choir a:» infcrsml ccrr*ittn* 
COnatotirr- of v^^SHnUUvw of TS§ too C/fico of Security, tho 
Kedloal 3-toff c::d tho tt&ff to acccstplioft tho followinj; puxposfftot 

ttm nQCC«^f>4 «n Agency policy covering fcfco uno of drugs#. 

b* Jfjscdrtnwnd proce<mr*?o oncer v>dch tho Chief of Operational 
££/? can bo fully informed irs wch r:f>y* prior to r. a king & 
rietomit'ntior. as *.0 tho rarui; f.oat likely to accomplish tho 
dcairsd ronoltu, too rick factors iiivoliT-d^ *r.d tho procedure* 
ttttder vhlch tha c-rng is to be r.cniniotcrcd# 

c* r.eccrp^r«5 an Agency pre^/r^ lev tho luontiilc&tlosi of 
drvn^n vhicb heoi m*ot tho s^vorcl operation*! nasdn of tbti 
II/?. 


$•?:.*) :'::.1 £-s 


P.K’JiASJS H L?» 

Ictln,j T cn ’/ tlr ctcr ("isnn) 



978 


st 


r.tjnci « the suVciie cf ?r :ie*» 

* / 

1* Attached f *f thr coyote file* on # .Mf crc* -/kick havs v ?;r. 
cor.nllod In* ly k; the ieneral C-.mjal end this c"lcc* f rcvli.-: cf 
there *il*c ;lue our cor.versatl-r.* • ith Tr. ;.:ra xon, >t:chUt**Ui 
involved In *:* ciee, or/ 4 >\ ”• :**rrhall CU»h-*ll # +J*~~ 9 * mctivad 

• full of tt? c*«-e fr: * rvr.loy indicate* certain 

^♦♦er«* *k:t rhv.iia ".Ur.Cci «o ktfcr: the i*r* i! clofcv;. Zi further 
ehaulJ ka r.-vrl Vr.vt cri 1? Zece *k«r f rs .* 2? dcya a r ttr **0 avert, 

“r, Tlbkono ?«v? M, ftv< ia *.c the rr«irr*.^ns5 to rr, *>rt t:*.t 
tr« fitter.* had Jv* t laarr^o that Col* trui km* c.f the osycrl '-r.t In 
cdve.nc* bC jlvor. Mr. **j».tw* 1 Zr. S*lll:ib to c oaf-set '.*. *r. tn 
•mvittir^ hrrir* * 



V23££?*S n?A Stricter o' SJ.otrrllotelliccnee 


It Seoenbtr !*> 


2. There conclusions can *:c dr*~n fro-*. l? a fuctr In tl.ic cesci 


«• The fru^ w-rad h\a etrj *. t*.n »:•: 2 f/irly r.\te.::iv»l; ir. 
uverV or.tr cr.' 1 n ;;y chic trie ire*t -•.nts l I ;-t:. Ter U.c 

h*ac'it “-f the .‘.jsr.cy rrd privets nrrciUc* 

k* The * *.vr.t o:* need vra only ’/? of t hot Cicn raU • 
•dth'in! Ill effect*. 

c* Although Zv, Jotilrlk Vr.*v all of the In^lviv.'dli vhc 
rccoivtd th'. fr he '.Vvlouolj *;r. not tvare of ;hcir ileal 
recorf r. Thcr cf-r% cr.ly ms individual v*.« oyeiuced fro-, the 
erj t^l'T.t keesvr* of * hr*rt c-r.dlti*.r., ;ottlelh :zs rot t‘wsre 
that over i, -..»•* zt cf five jun *lao:; hi! v.^rcnll; Vd a 
mici*'al tendency* 


dt It ia Apo^ver.t that there it o ttrorc pnscttMity lUt tha 
* druj vcf a trl^'-r rocbanlah peedpltoti;^ Clron'r cuttide. 


#• 1’ith ti» exca,»ti:.r. of ^ v e ^aiPJnt af concurrence o' l!.* 
SeyatV r h'ef of Tff, r.o 'icch&ntar. \ ar avallatle or uUll"Cf 'rr 
^ettirj ar^rrv.l fo*- «n ox“ .*l -tr.t in wr.lch !:u»r. lives could 
peer III)' V Jcc:r. raised* 

f. tncontrollad e.*-erl*:ar.ts evtb pe tbe«e cc x\*.cted hy TTS 
could ?;rioufly c'fect the record and r#yetr.tloR cf tho kr-Txy* 


DECLASSIFIED 
ON 24. JULY 1975 
3Y AUTHORITY OF 
THE DCI 


Alt h-.u^h t’.iers ic *r. /.rtichoV.a co ltico cr. which '.1, 

:rx *nf. ::cjrlt> rlt, Vr.ir ro-fttcj %.t« Oivr.r r.dVlced or ccr.c.lted 
#ho t crctri -cr.t* 


k* e:i;Toyeai* c f ar.othtr agency could seriously ^coyarflic 

our relationship, with tV.rt ar.i all otl:«r ?Teo.ciea rhoulf. tMa beco-w 
Scnm-T.* ryv -/ * * 
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£*cc »'And«M'’.r.«s »•* 

e» Then fhculd ba in edUtcly % rUhMffced • hi*h-lcTOl 
Intn-A^r.cy feenrd %hich should revltv r.ll CCS exori. .er.to ;r.<? -In 
•pprovtl ir. I'tvenea to *ny ir. vhicfc h or. tsin*r trc ir.v-lvci, *r-d 
to i?J oihirf ir.v Iv'.ni .vitterj of policy r.r Inrc* e-.cur.tf c.* ur.cy. 

b# The Tout;/ Chief CCS? shcild h* r^rt'anacd for hit ro^r 
Ju^ir.t >hr.:r. In thif inxirnco vrt? crr.f* sarotlor. should ts %ivrn 
at to vheile? this tr.i'Tidvil rhoulc cotUn*;* in t.Ir ^nrer.t 

POfitirt.l. 


c. CMtf TCC ehould It a&no-.lfKd to oxereifa tighter 
furorvition or.f cir.trrl -vtr the -ft t u it dr.-’ rnd oh^uls 
render ^orioiic reports he T/? on lit vie end t’-e rc-rjlt. 



/ 
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4 JUSK7 195^ 


RasORAHKM ?Ws Inspector C^Mral 
8U3JSCT s Ftiak R* Olnca 


1 # x have been informed by Hr. Laa^rso’i thaw !lr? • Olica has 
Veen notified of a favorable ruling oa ccapeaistica by the Bureau 
of Skrployn-s* Compensation. I havo forwarded ia* final papers to 
tbs Bureau and, coasecuently, believe this case is cioii-d so :'ar as 
the General Counsel's Office la concerned. It Is possible that ve 
cay be railed ca to help ia connect is a vita tie Veterans .’viaia- 
istratioa oa the lapsed Ufa iauurar.ee policy, but 2 trust any 
such help vill be ia the fora of advice rahk*r than action. 

2. My consents ca this cate era fairly simple. * Therh is co 
dispute oa to the facts. All agree oa hov ch* tnuerincat -./as 
carried out aid oa the succeeding events as they relate to 
Dr* Clson. Che lap li tat it as arc la dispute. It La, of course, 
perfectly possible that the suicide ;rrcv cut of a gure-erJLonlng 
state which was cot arfected by tie experiment. Havever, we have* 
taken the posit ica officially that the exportseut at least 
•triggered** the suicide, and, as oil the facts toad to support 
this cosclusica, ve should accept it as final, la any cose this 
has been the position frea the start of Dr. Gottlieb sad £r. la»bbreok, 
yet these tvo, supported by Zt. Gibbons, ere insistent that it is 
practically impossible for this drug to have any loro ful after 
effects* These two positions arc, to s«, completely inconsistent. 

3* If the drug "triggered* the suicide, erga the trigger 
Itself is inherently dangerous under certain circumstances. 

Therefore, I oa nos happy vith vhat sects to sea very casual 
attitude on the part cf CcS representatives to He tray this 
experiment was conducted and to their remarks that this is £u*t 
one of the risks running vith scientific experimentation. I do 
not eliminate the need for taking risks, but I do believe, 

•specially when hunaa health cr Ufa is at stake, that at least 



tie prudent reasonable uucti vbici caa be tebaa to a'.r.lsi:» tie 
risk coat be to 'tea and failure to do so is culpable r.egligaace. tie 
actions of the various individuals concerted vita tit effects of tit 
exper ineot oa Sr. Olson becase aaslfeet also revealed tie failure. to 
observe romal and rossonabbe pr ecaucitss. Tit off lets of tit Agency 
charged visi tie responsibility for sstttts of tiia sort# particularly 
tie Security Cffise and tie Medical Staff# vert cot inferred# although 
ve yere iafaraed tiaa tie 723 rtpro*«otatir«s vere deeply concerned 
over tie seecrlt7 aspects tad actually referred 1?. Olsca to 2r. .’Ataatca 
far sedieal ireacnest. As a result a death occurred vilci sight have 
been prevented# osd tie Agency aa a viola# and particularly tie 
Director# vere caught ccapletaly by surprise ia a Boat osharruaiag 
inner . 

fy • . • . 

JXJSSJC3 a. ZCOSTSS 
General Couaael 

1 Att - Couplets background * * 

Baterial oa subject 

e m • 


0GCtl33: Job 
cc: OCC 
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yJul/lli.1 

Security Information • 

9 . * 

Chief, Security research Jk.ff 16 Jlovenher I 

Chief, Tochnical Branch • „ * 

* Conference, 22 October 1953# 


1. On Thursday, 22 October 1953# between 2*CO El and 3*25 rli, 
a * Conference we 9 held in the 50 Conference Poors, 2CoJ 

I Building. Present at this Conference vere ;V. 

Hr* !!r. ~ ' and lir. repre- 
senting 30; £r# representing CGI tnd DCI; Cr. 

cJid £r. representing TJ3; £r. 

representing the :>*dical Staff and l!r. repre- 

sen ting 
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_ J In addition/ Mxf Jistated a draft of the proposal 
for cn cxpertcrmtal project usln;; specially ocr-enod trainee 
volunteers would Also to given to the * Conference jsoabers 
at tha sree tii^o. „ ^ rt guested oil !.tencors to examine tho 

• drafts, lake any notes, corrections, cd. : .ition3, etc. and tc prepared 
' to discuss the proposals nt the following ft * Conference*. 

• 6. yr, jex?laine<J in greeter detail the proposal for 

the U3e of trainee voluxiteors. ^ r * fcoiaUd out that such 

research would bo of benefit in two TnTrT areas: 

A. It would very clearly demonstrate to certain 
select Afcncy personnel the effects of 
che cicala, hypnosis :a£ possibly other 
docents, etc* upon iber-solves rnd their 
associates. 

3. It would plve tho » norrbers nn 

opportunity to ot.uxiy lie motions of f;ocd 
subjects ur.d^r r:o:*e ci lens idru.1 mid very 

Declassified by (^6334f4 
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S?cttrit)Hr.formatioq '• 


siifc conditions and, in addition, vould ;:iTord 
an opportunity for* t^stin^ now Methods and 
technique.". 
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dubjt 

1* In view of the sensitive nature o f the subject treated in this report, 

It Is suggested that distribution chanf.es as made by the undersigned be 
approved* It is also suggested that the writer be advised that a large* 
project is already underway which follows to a great extent the lines of 
Ms suggestions* 

2. It is suggested that paragraph 11 be deleted fron tho Report since the 
officers concerned witn w*e project are well aware of their responsibilities 
and thereby be cone impropriety in having an officer in the field remind 
fellow medical officers of elementary considerations of ethics of which they 
are no doubt fully aware* 

3* -ith regard to the lest paragraph of section 10, it is suggested that 
the writer be Instructed to disclose whatever classification .nay be arproprlate, 
the identity of the rA u»rican investigator whose name he*is not at Mhwrty 
mention* 1 * 

.4* The attrition of the writer should also be celled to the fact that the 
interest of the Office of Naval Intelligence in the project to which he 
refer 8 was classified TS and on a strictly “r.eec to know 11 basis* The pJiysicians 
to whom, he refers rust have received the au.-restion to contact the Office 
of Naval Intelligence fron the writer or sone one else associated with this 
project. This fact would involve a serious breach of security* 

5* In view of the fact that this rerort by its nature relcic?. the projects 
involved to the interest of CkT in this ratter, it is recorvrendod that the 
classification bo raised to TS for the report and enclosures (1) and (3) 
when attached theroto* Enclosure (2) can remain unclassified* 

6. This office concurs in the inclusion of F5 comments in the report when 
disseminated* 


OP322I4K 

0P322H2 

OP322F5 

0P322T4 


USSR, interrogation methods 


: .... •••!••■ .'isd 


(. 


jr 30 Oct 1950 


JACK 11. ALBERTI 
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DECir.T^IED 

0P3*334/glp 
Str 000309P32 
8 J«n* 1950 


UEMfrAUDOH FOR MUCK GENERAL CHARLES P. CABELL 
flubjj Interrogation of Ur. Robert Vogelsr 

1. Ibis office bee been informed of the negotiations now in progress between 
the State Dept, and the Hungarian Govt, leading to the liberation of Mr. 
v Robert Vogeler. 

. 2. Fcr your personal and confidential Information, this io to advise that 
, the Haval Medical Research Institute has for the past two and half years 

I carried on an extensive project of investigation into the suitability of 

various drugs for 'nterroretion purposes, this research has been carried 
cn in coordination with the Arsy and the Air Force and in connection rtth 
special studies in the office of Haval Intellirence concerned with the 
examination of the suitability of various methods of interrogation, of 
which the use of drugs is only a part. 

3. It appears proMble that **r. Vogeler nay veil possess inform tion that 
wuuxu o oa v.*L*e is? t\ir T4> 4m ♦ K *r*f»VK r*mif»*tr*u trat 

Instructions bo issued to the Air Force Attache at Budapest and to the Air 
5SSI Force authorities in Austria to insure that upon liberation necessary action 
be taken to transport Lr. Voeeler by the most rapid neans available to 

hashiiv'ton, D. C., and th*.t no interrogations be carried out in the field 

~35 prior to his repatriation. This matter is being coordinated with the Arr^r, 
CIA And State. 

“523T~ 4. It is requested that this office be kept advised of all developnents in 

this natter so that suitable arranreernts can be nade. 


CARL F. ESFB 

.Rear Admiral, U. S. Havy 

Dies ted ty IV. Alberti Acting Director of Haval Intelligence • 

Ext. 4062, 7 June 1950 
G> L. Phillips 
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Office Memorandum 
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I 

TO : Pil«a 

r*OM = J. H. Alberti 


UNITED STATES GOVERNMENT 

DATE: 27 Oct 1950 


subject.' Research projects for aids to interrogation 

find i (1) 

( 2 ) 


Proposal for an investigation of techniques , instrumentation and 
underlying psychological processes in detection of deception 
Proposed supplement to Task Order I, contract !J6ori 126 with 
University of Rochr* *er for studies of notion sickness 


1* A conference was held at the Kaval Kedical Research Institute Sethesda by 
OUR, £k lUed and OUT representatives to discuss two projects involving contracts 
for the development of drugs and instrumentation in connection with interrogation 
of prisoners of war, espionage agents, etc. The project of the University of 
Rochester covers a study of dru^rs, psychological pressure methods to induce 
cooperativeness and truthfulness on subject under interrogation. An excellent 
security cover for the project is being developed by incorporating it into 
contract K6ori-126 for the study of notion sickness, thereby making it possible 
to conduct the entire program on an unclassified basis, except for top key 
personnel. iThile the cost estimate is entirely tentative, the project would 
allow up to 3300,000 for three years. OKS and Bulled representatives approved 
the project, A conference will be held this date with Admiral Solberg, Chief 
of Haval Research, to apprise him of the project, admiral will also 

b* hfi wt. I'mivIr ar ni*pv1 nu«1y rwnrt.w* will Ho (tunnbpH by of 

BeXense under authority of’ Sr. SirecUi of Survloco, CSS. ’ 

2. The second project discussed concerns the invesxigaticn of techniques, in- 
strumenUcn and underlying psychological processes in the detection of deception. 
This project will develop additional instrumentation to be combined with the 
Keeler polygraph in order to improve its reliability and particularly to develop 
simplifed and improved methods for the more rapid and effective training of 
operators. Ibis project will also produce additional training aids, other than 
instrumentation, to enhance the ability of interrogators and operational per- 
sonnel concerned with the* handling of espionage and ether undercover agents to 
detect deception and reliably estimate creditility. This project tea also been 
tentatively approved, although the money to be expended for it has not yet been 
definitely determined. Both of the above projects are being coordinated with 
A ray, Air, CIA arxJ FBI. 
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tOP SECRET 

WJOHUSUU FOR TICE SECRETARY CF EEFEhSB 
Sub Jr Project CHATTER 

1, Since 1947 the Eepartnent of the Navy hae carried on a project in coordination 
with Eepar treats of the Mr Ftrce and Arty, CIA and FBI for the development of 
•peach-inducing drugs* The directors of Intelligence of the throe Services , 
of CIA and FBI consider tide project of the utmost important and urgency to 
isisuro the proper XullilL-ent of their missions for tho oecurity of the united 
States • 

2* The personnel and facilities available within the government are not 
adequate to bring this project to a successful conclusion* k project submitted 

to the Offico of Naval Resa-iroh by Prnf Pi chard rendt, of the University 

« 

of Rochester, posed the greatest promise of success in this Dost important 
natter* The project has b«*ea apiroyeci by all of *the agencies involved. For 
eocurity reckons, it is considered uosst undesirable that this project be handled 
through the usual committee machinery of the RDB. It is ttierefore recomended 
that the necessary fane's ar-cantl:** to a of vl 00,01)0 par year for th‘cc 

yoars ae authorised on tho da'crota ry of ^ofense contingency fund, and that an 
lia&cdlate allocation of $ 50,000 be made from this fund to tho Kavy contingency 
fu:d for use in the fiscal year 1951. 




\S 
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s?n:r;:rr of tkt, fpor::;: — ' — 

The devising of etc ... j for obtaining intelligence fro* 
interrogates*, independent of the interrogates ' volition, hut 
without the use of physical duress* 




FACTS BEARP10 OK THE momiX 

The urgent need for obtaining couple tely reliable intelligence 
from enemy or subversive personnel in a aininua of tiae requires 
the application of aethods other than conventional psychological 
interrogation* 

The use of physical duress is not only out of keeping with 
the traditions of this country, but is known to be generally of 
dubious effectiveness* 

Certain drugs and aethods, while possibly of the highest 
effectiveness, require the use of specialised, qua lifi ed 
personnel* There are, however, drugs available whose surreptitious 
administration is possible without the need for highly qualified, 
specialised personnel, and in which the safety factor is sufficiently 
great to perwit. its eppJLeyscnt by normally tralueU investigators 
and interrogators* 

Ti»e Federal Bureau of Investigation is conducting a program 
of research and experimentation in the field of drugs for 
interrogation use* 


DISCUSSION 

By agreement between the Armed Services, the Navy Department 
has bean conducting research and experimentation in the field of 
drugs suitable for use by non-specialised personnel since 1?U7* 
Authorization for additional expenditures by the Department of 
Dofense will permit more extensive clinical experimentation by 
the Navy Department* 



990 


co::cn:sio; s nEcar^ATions 

That close liaison between CIA, the Aimed Services and FBI be 
established and maintained in relation to the throe programs 
outlined above, in such a manner that the results developed be 
equally available to all these Agencies* 

For the purpose of implementing this liaison, it is recommended 
that suitable representatives from each Agency concerned be 
appointed to Met as an Ad Hoc Comaittee* 
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V3saaiziv:\ re::: w.rcctor or r.- cuvs i\v 

eigx^t ' * . ’ ' 

TSSZ-ZZZ t J'f-i'h r.::xavjvV^ lo > J^;«i;»nu\V»Attv<<*:* f/c.r. 

pj.Yv.ttor of f^cuvii.y, r.iuijcct: ; 

» oC yrc&fizi'. * 

i .* • 

1. jftcXe'tvse'* in r.uV* jn r. 0'0 *':c t r'vr-*vr3iri to t-lvi rctii* '*::Nvfc or 
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THE Stent tart Of MCAlTH.fICUCAYlOtt, ANOWEirARC 

WASHINGTON' O C 2 0 2 0* 


NCv G 1975 


Honorable Edward M. Kennedy 
Chairman, Subcomuittee on Administrative 
Practice and Procedure 
Conmittee on the Judiciary 
United States Senate 
Washington, D. C. 20510 

* / 

Dear Senator Kennedy: 

As you requested in your letter of October 23, 1975, I have 
attached a copy of the "Report on ADAM1A Involvement in LSD y 
Research." As you noted in your letter, this report was pre- 
pared for the Assistant Secretary for Health by the Adminis- 
trator of the Alcohol, Drug Abuse, and Mental Health 
Administration. 

Because the report raises marry issues of serious human concern, 
I am asking the Assistant Secretary for Health, Dr. Theodore 
Cooper, to give his attention to these matters and to cooperate 
fully with your efforts in this regard. 


Attachment 


Cordi 


iMd( 



Secretary 


cc: Dr. Theodore Cooper 


/ 
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REPORT ON AOAMHA INVOLVEMENT IN LSD RESEARCH 


OVERVIEW 

Research Interest in the drug LSD (lysergic acid diethylamide) has 
extended over a period of more than two decades. From 1953 to 1963 
was the peak period of Interest in LSD's potential use as a research 
tool relating to the understanding and treatment of mental illness. 

It Is Important to note that the height of this research interest was 
prior to Federal action in 1966 making ISO an M t 1 1 ici t” drug. 

The Alcohol, Orug Abuse, and Mental Health Administration (ADAMHA)— 
and its predecessor, the National Institute of Mental Health (NIMH)— 
have supported and conducted research on a variety of aspects of LSD 
utilizing diverse approaches. Researchers have examined the physio- 
logical and psychological effects of LSD on animals and on human 
subjects, tested possible therapeutic use of the drug in alcoholism 
and mental disorder, and collected data on the nature and effects of 
illicit (or "street") use of LSD. 

From 1953 to 1973, AOAMHA invested some $4 million in research projects 
which involved administration of LSO to humans. These funds have sup- 
ported research conducted through grants, and within intramural programs 
at the National institutes of Health (NIH) Clinical Center, Bethesda, 
Maryland, and the Addiction Research Center, Lexington, Kentucky. 

While some research with LSD continues, currently ADAMHA does not support 
or conduct any research Involving administration of LSD to humans. This 
results from the accumulation of findings from earlier research, and may 
reflect the current level of scientific interest in human research with 
LSD. 


Information Included in this report about ADAMHA activities is based on 
records available in the agency and telephone Interviews with extramural 
Investigators and former staff. Sufficient information is available on 
which to develop estimates of funding and numbers of subjects, and to 
reach conclusions about the overall adequacy of human subjects protec- 
tions. However, it must be kept in mind that detailed records for every 
ADAMHA sponsored LSD project cannot be obtained because many of these 
projects were conducted over 10 years ago at a time when neither Federal 
agency nor grantee records included many details typically in current 
record systems; in some cases, records of research projects conducted 
years ago are no longer complete; and often it is not possible to 
separate out funds for a particular study which was conducted as part 
of a larger program. 
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BACKGROUND ON DEVELOPMENT OF RESEARCH INTEREST 


LSD Is a man-made substance and was first synthesized in 1938 by a chemist* 
Albert Hofmann, as an intermediate in the production of another compound. 

In 1943, while looking for an effective psychostimulant, Hofmann accidently 
ingested a small amount of LSD and was the first human to experience its 
profound and unique psychological effects. Publication of Hofmann’s 
discovery in a scientific journal stimulated a great deal of research 
interest, particularly in the psychiatric community. 

Reports of LSD's effects seemed to indicate that it produced changes in 
perception and mood similar to changes which occur in schizophrenia and 
other psychoses. Thus, researchers hypothesized that the effects pro- 
duced by the drug could be conceptualized as a "model psychotic state" 
resembling schizophrenia. If LSD could produce such a state, studies of 
the mechanisms by which this drug causes its effects might help to identify 
and elucidate biochemical and neurophysiological mechanisms active In 
schizophrenia and other psychoses. 

Knowledge of the psychological effects of LSD also prompted researchers 
to study possible-therapeutic uses of the drug. LSD was employed exper- 
imentally as a possible aid in psychotherapy in the hope that its effects 
would enhance, for certain patients. Insights into their underlying psycho- 
logical problems. LSD was also tested as a treatment for alcoholism. This 
approach was stimulated by the observation that alcoholics with severe 
delirium tremens sometimes "hit bottom" and seem to undergo a personality 
transformation, with a positive outcome. It was hoped that LSO might 
produce under controlled treatment conditions a profound subjective 
experience of a type which would result in a beneficial personality 
reorganization. 

Another impetus to research on LSD has been the abuse potential of the drug. 
The popularity of LSD and other related hallucinogens as drugs of abuse 
began In the 1960s when their use was advocated by some persons as a 
means of "mind expansion" and for developing "mystical insights." Origi- 
nally treated by its advocates as a profoundly serious experience with 
ritualistic overtones, "street" use of LSD has since become more 
recreational ly-oriented and has diffused to a wider range of users. 
Recognition of LSD’s abuse potential led to its classification in 1966 
as a controlled drug, thus making "street" use of the drug illegal. 

ViHAT HAS BEEN LEARNED FROM RESEARCH WITH LSD 


The cumulative results of studies conducted and supported by ADAMHA, as 
well as research by other Investigators, have demonstrated that original • 
hopes for the use of LSD in understanding and treating mental Illness were 
not realized. It is now generally acknowledged that while there are 
similarities in some of the specific effects produced by LSD to psycho- 
pathological changes seen in schizophrenia, LSD does not produce a model 
psychotic state resembling schizophrenia. Research findings demonstrate 
that there are substantial phenomenological differences between LSD-induced 
psychological changes and those seen in schizophrenia. For example, the 
perceptual changes brought about by LSO are primarily in the visual field, 
whereas perceptual changes in schizophrenia occur most cocnnonly in 
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the auditory field. Distortion of body images is common with LSD* but 
less frequently seen in schizophrenia. LSD causes shifting or inten- 
sification of emotional experiences, whereas in schizophrenia such 
experiences are usually flattened. Also, the characteristic thinking 
disorder in schizophrenia is not present in LSD experiences. 

Although studies with LSD have not led to discovery of the causes of 
schizophrenia, they have resulted in a wealth of knowledge contributing 
to a more sophisticated understanding of biochemistry and neurophysiology 
of the brain and have stimulated research efforts examining possible 
biochemical causes of schizophrenia. Considerable knowledge has been 
generated about the inodes of action of various other hallucinogens. 

Research Investigating possible psychotherapeutic uses of LSD has not 
clearly defined a therapeutic use for LSD either as an aid to 
psychotherapy for mental illness or -as a treatment for alcoholism. 

Psychological and physiological/pharmacological studies employing LSD 
administration have defined a wide range of fairly predictable behavioral 
and perceptual consequences of taking the drug in controlled conditions. 

For example, in the perceptual field, LSD produces changes including 
heightening of apparent brightness or beauty of colored objects in the 
environment, distortion in the perceived nature or meaning of objects; and 
hallucinations of colors, shapes, and even complex scenes or events. 

These phenomena are usually accompanied by intense and often rapidly- 
shifting emotional experiences (ranging from mild apprehension to panic, 
from severe depression to elation), or by concurrent and conflicting 
emotions (such as depression and joy). 

It has been found that low doses of LSD tend to produce euphoria, and 
larger doses produce predominantly perceptual distortions, hallucinations 
and feelings of anxiety. However, the quality, nature, and content of 
psychological experiences attending LSD use depend in a complex manner 
on the personality and expectations of the subject, the dose of the 
drug, and the setting in which the drug is administered. 

Research on physiological effects of LSD has shown that the drug increases 
pulse rate, blood pressure, body temperature and reflex activity. It 
has also been found that "tolerance" to the drug develops rapidly, l.e. 
with frequent and repeated administrations of the same dosage of the drug, 
its effects rapidly diminish. 

There are significant psychological dangers in the illicit use of LSD. We 
have information about the occurrence of adverse effects of such use of 
the drug from reported contacts with hospital emergency facilities and 
surveys of users. Among adverse effects which have been seen and reported, 
the most common type is a so-called "panic reaction" where the individual 
feels he cannot control the psychological experiences the drutphas triggered. 
Other types of problems which may develop include a psychotic reaction 
similar to that seen in acute paranoid schizophrenia; recurrence of 
psychological states experienced during a previous episode of LSO use 
(commonly referred to as a "flashback" experience); and irrational. 



dangerous acts due to a lack of critical judgment that may occur In 
persons under the influence of LSD. It Is difficult to assess reported 
adverse effects of illicit ISO use (particularly alleged long-term effects) 
and to predict the likelihood of their occurrence. These problems of 
assessment are due to such factors as unknown quality and dosage of the 
drug when obtained and used illegally-, frequent multi-drug use; unknown 
aiental status and personality characteristics of users prior to taking -: , 

LSD; and variability in the setting of “street" use of the drug. However, 
so-called "flashbacks" seem to occur primarily with prolonged, heavy use of 
the drug. 

The known adverse effects of LSD when it is administered in a clinical . 
setting are few, and the reactions described above have been reported 
largely in connection with Illicit use of LSD. Even potentially 
unpleasant experiences attending LSD use can be warded off or redirected 
by skilled therapists. In general, if adverse effects (such as a "panic 
reaction") do occur from LSD administration in a clinical setting, they 
usually accompany or immediately follow the drug experience. In such 
cases, they typically last for hours or days, rarely longer. 

Although it has been speculated that LSD might produce genetic damage, 
data from a number of studies have led researchers to conclude that pure 
LSD, Ingested in moderate dosages, does not produce genetic damage. Since 
LSO used illicitly is often Impure, and frequently contains other drugs, the 
drug's potential for genetic damage when it is used illicitly still needs 
to be determined. However, there is no present genetic contraindication 
to controlled experimental use of pure LSO. 

• 

With NIMH grant support (R01 MH 13484), Dr. Nathan E. Cohen at the University 
of California at Los Angeles conducted a study during the period from 
1967-1970 to examine the long-term effects of LSD. The 247 persons studied 
had been given the drug by physicians about 10 years previously for therapeutic 
or experimental purposes. (None of these subjects had received the drug 
under NIMH auspices.) The major conclusion of the study was that there Is 
little evidence that a few administrations of LSD will produce measurable 
lasting personality, belief, value, attitude, or behavior changes In a 
relatively unselected population of adults. While the study elicited some, 
reports of LSD- like occurrences subsequent to use of the drug, there was 
little to suggest a causal relationship between LSD and the ''flashback** 
phenomenon. 

In sum, although research on LSD did not yield anticipated results 
regarding possible similarity of its effects to schizophrenia or Its 
possible therapeutic usefulness, a great deal of important knowledge on 
Other topics has been gained from LSD studies. 

f 

. AOAHHA INVOLVEMENT IN STUDIES OF LSD IN HUMAN SUBJECTS 

Over the last several decades, ADAMHA and its predecessor organization 
NIMH have provided support for a variety of the research endeavors 
related to LSD, including studies involving direct administration of LSD 
to humans. At an estimated cost of $4 million, ADAMHA provided support- . 
for 116 projects conducted from 1953-1973. Approximately 1750 subjects., 
received LSD in these research projects. Data on these projects erq ' * 
sunaarized below. 
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ADAMHA STUDIES OF LSD IN HUMAN SUBJECTS 
1953-1973 

No. of Estimated No. Estimated 
Projects of Subjects Funding 

(In Millions ) 

Intramural Projects 


Clinical Center 

20- 

150 

$ .5 

Addiction Research 




Center 

66 

300 

$ .8 

Extramural Projects 

30 

1,300 

$2.7 


Total , ADAMHA 
Intramural and 

Extramural Projects • 116 1,750 $4.0 


Thirty of the 116 projects were supported by extramural funds awarded 
to other Institutions. Of these, twelve studied psychological effects of 
the drug; seven Investigated the physlologlcal/pharmacological effects of 
the drug; and eleven tested the diagnostic/therapeutic potential of LSD 
administration. A total of $2.7 million was expended from 1954-1973 for 
these various projects (which were conducted under 1 contract and 24 grants, 
some of which Involved several separate projects). 


Scientists working in ADAMHA's Intramural programs also have conducted 
research on LSD. In NIMH programs at the National Institutes of Health 
Clinical Center, Investigators conducted twenty studies involving 
administration of LSD to humans In the period between 1954 and 1968. 

Eleven projects studied the usefulness of LSD as 'a treatment for the mentally 
111, and nine studied the effects of LSD on the behavior and physiological 
functioning of normal subjects. We estimate that these studies cost 
approximately $500,000. 

Intramural studies using LSD were carried out also at the Addiction 
Research Center (ARC), Lexington, Kentucky, now organizationally located 
In the National Institute of Drug Abuse and formerly In the National 
Institute of Mental Health. Subjects In these studies were Federal 
prisoners with a history of narcotic addiction. During the period from 
1953 to 1965, 66 studies Involving administration of LSO to humans were 
conducted at the ARC, at an estimated cost of $800,000. Studies sought 
to characterize the physiological and subjective effects of LSD (including 
perceptual distortions); to elucidate the neurochemicaT^ mechanisms of 
action of the drug and possibly provide clues to pathological changes In 
schizophrenia; and to understand the mode of action and effects of LSD 
when taken with certain other drugs. 



At the present time, ADAMHA does not fund any research involving administration 
of LSD to humans. This is not a policy, but rather the result of accumulated . 
findings In the field. Currently active research funded by ADAMHA Includes 
studies of behavioral effects of LSD on animals; investigations of the 
biochemistry and pharmacology of LSD in animals; and surveys on the nature 
and effects of Illicit human use of LSD. 

SUPPLY OF LSD FOR RESEARCH PURPOSES 


Another aspect of ADAMHA* s Involvement In LSD research has been to supply 
LSD for research purposes. LSD was initially available for experimental 
purposes through Sandoz Pharmaceuticals. Because of increasing adverse 
publicity In the sixties regarding "street" use of the drug, Sandoz 
turned over its remaining supply in 1967 to the National Institutes of Health 
to be distributed by the National Institute of Mental Health (which was then 
part of NIH). Later, with the creation of ADAMHA, and the National Institute 
on Drug Abuse (NIDA) within ADAMHA, this function was transferred to NIDA's 
Division of Research. Obtaining LSD (and certain other research drugs) for 
human experimentation Ms contingent upon a detailed review of the proposed 
research procedures by the FDA/NIDA Drug Abuse Research Advisory Committee. 
This Committee, composed of outstanding researchers experienced In drug 
research, reviews each application individually and recommends to FDA whether 
to approve the application for a "Notice of Claimed Investigational 
Exemption for a New Drug" (commonly known as an "IND") and recommends to 
NIDA whether to supply the drug. Only after receipt by the Investigator of 
FDA approval of the IND application and an appropriate license by the 
Department of Justice can NIDA ship the compound to the researcher. 

Currently, only six Investigators hold an active IND for LSD research with 
humans, and of these only two have received a supply of LSO from ADAMHA. 

INSTANCES OF RELATIONSHIPS WITH THE CENTRAL INTELLIGENCE AGENCY AND THE 

Department of defense 

In the course of our review of LSD research, we became aware of two 
Instances of relationships with the Central Intelligence Agency (CIA)— one 
Involved only brief informal discussions; the other involved provision of 
the CIA funds through the Office of Naval Research (ONR), Department of 
Defense, for support of ongoing LSD research. 

In the late 1950s, several individuals one or more of whom were associated 
with the CIA met with three researchers from the NIMH Intramural Research 
Program (located at NIH facilities in Bethesda, Maryland) to discuss the 
possibility of collaborative research on a variety of psychoactive drugs. 
Including LSD. The persons visiting NIMH were interested In the possible 
use of such drugs by individuals taking lie-detector tests. There is no 
record of the names of the persons associated with the CIA or the exact 
dates of meetings which took place on two or three occasions within several 
months. However, no collaborative research resulted from these discussions, 
and there was no further contact with these Individuals following the 
exploratory meetings described. 
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From 1954 to 1962, the Central Intelligence Agency provided approximately 
$300,000 through the Office of Naval Research to the Addiction Research 
Center (organizationally located In the NIMH Intramural Research Program, 
but situated at Lexington, Kentucky) largely to facilitate ongoing 
studies of ISO by Or. Harris Isbell, then Director of the ARC. He have 
received detailed Information about this arrangement from Or. Isbell. 

The ARC'S relationship with ONR began in 1951 when Or. Isbell agreed to a 
request from the Department of Defense to work on the development and 
testing of possible codeine substitutes (which they anticipated might be 
needed during the Korean War). The Office of Naval Research agreed to 
provide sufficient funds for hospital beds to allow the work to be 
carried out In a timely manner. In 1954, the ARC was Informed that this 
program was no longer of priority concern, and that ONR funds would be 
terminated. Shortly thereafter. Or. Isbell was contacted by Mr. Sidney 
Gottlelb, from the Central Intelligence Agency, who indicated that Or. 

Isbell's ongoing studies of ISO at the Addiction Research Center were 
Important to national interests. Without specifying a precise Interest 
on the part of the CIA, Mr. Gottlelb stated that the CIA would provide 
money to continue these studies. 

CIA funds were provided for this work, through the ONR, from 1954-1962. CIA 
funds supported ISO studies at the ARC which are described briefly on 
page 5 of this report. Dr. Isbell was encouraged to follow his own 
scientific judgments as to what questions and aspects of LSD he would study. 
All of Dr. Isbell's work in this area was published, and none of It was 
kept secret. However, awareness of the source of financial support was 
restricted to a small number of senior people on the ARC staff, and was 
probably discussed with the NIMH Scientific Directors. Customary ARC 
procedures for obtaining informed consent were employed with Federal 
prisoner volunteers. While informed consent procedures at the time did 
not require specific written documentation in each case (as is now required), 
subjects were told what drugs would be administered to them, the known 
effects of the drugs at the time, and possible dangers to subjects. Potential 
subjects were free to accept or reject participation in an experiment 
without penalty, and subjects were also free to withdraw. 

CIA support to the ARC for the purposes described above was terminated In 
1962. After that year, no more money from the CIA went Into the Addiction 
Research Center program. 

A LEGAL CASE C0NNECTE0 WITH LSD RESEARCH 

In a legal case initiated in July, 1973 and filed In 1974 in the U.S. 

District Court in Los Angeles, California, claims are made against the 
Federal Government in part on. the basis of alleged Injury from the 
plaintiff's participation some 20 years ago as a normal volunteer in # 

NIMH studies Involving LSD. 

In 1955 and 1957, the plaintiff was a subject In studies examining the 
effects of LSD administered to normal subjects. These studies by 
NIMH Intramural Investigators were conducted at the NIH Clinical Center, 
where the plaintiff also participated In studies conducted by other 
Institutes which did not Involve LSD. The case is still being litigated. 



1000 


INFORMATION AND ISSUES RELATED TO HUMAN SUBJECTS PARTICIPATION 


8 


It Subject Characteristics 

Approximately 1750 subjects participated In ADAMHA- sponsored research 
involving administration of LSD to humans. Of these, an estimated 1300 
were subjects in grant-supported research projects. Most subjects were 
men, and apparently no one under the age of 18 was involved in these 
experiments. Some projects involved normal volunteers; others involved 
patients of various types, including alcoholics, mentally ill persons 
and drug addicts. All volunteer subjects at the Addiction Research Center 
(ARC) were Federal prisoners with a history of drug addiction. 

2. Subject Protection 

a. Informed Consent 


I Available information indicates that appropriate procedures 
(were followed to obtain the willing and informed participation of 
I subjects, though written informed consent (which was adopted 
I only relatively recently as a formal requirement for DHEW 
f research) was not always obtained. Typically, subjects were 
told that they would receive LSO or a drug with mind- 
altering properties. In some cases, subjects were not told 
that the specific drug was LSD, as most people would not have 
been familiar with its known and reported effects at the time the 
experiments were conducted. Some subjects, such as those par- 
ticipating in studies at the NIH Clinical Center and at the 
Addiction Research Center, gave their consent to participate 
In the general research program of the hospital facility, as 
well as in a particular study (or studies) Involving LSD. With 
regard to LSD research involving mental patients, consent was 
obtained from the patient and/or a duly authorized representative, 
in the same way as with any investigational drug research using 
such subjects. 

b. Subject Selection and Screening 

While subject selection and screening procedures varied depending 
on the nature of the research and types of subjects, investigators 
generally screened potential subjects through various medical 
and psychological testing procedures. Extra care was taken to 
screen out potential participants with physical or mental 
characteristics that might predispose them to adverse effects 
of LSD. 

c. Protection During and Following LSD Administration 

Existing records Indicate that adequate protection and 
observation were afforded subjects at the time they were given 
LSD. In all cases, subjects were attended and observed by 
qualified clinical personnel during administration of the drug. 
Throughout the duration of the drug's effect, qualified personnel 
were available to handle adverse effects if they occurred. Long- f 

■ * • . -i. , \ ' , / A • i > 
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term follow-up of subjects was conducted in some studies* but 
was not typical of most projects. 

Thirteen of the extramural ly-supported projects conducted 
relatively long-term follow-up (one month or morel of subjects. 

In some of the alcoholism treatment studies, patients were followed 
for a year or more to determine how effective the initial treat- 
ment had been. While formal follow-up studies were not always 
Involved In ARC studies, prisoners generally remained in the 
hospital at ARC for at least six months after their participation 
In the LSO experiments, thus precluding any long-lasting effects 
from going unnoticed and untreated. (Prisoners were not 
accepted for such studies unless they had approximately six 
months left until their discharge.) Subjects in Intramural 
studies at the Clinical Center typically were observed after the 
period of the drug's primary effects as part of the behavioral 
studies connected with the LSO research. 

3. Formal Requirements Relating to Human Experimentation 

Available evidence indicates that appropriate protection was provided for 
the rights, safety and welfare of subjects in ADAMHA- supported research 
Involving administration of LSO, even though in the 1950s and early 1960s 
there were very few formal requirements In the country at large governing 
human experimentation. The NIH Clinical Center was an exception; 
formal guidelines- were adopted in the early 1950s, shortly after the Clinical ' 
Center opened, to regulate research on human subjects in the Clinical 
Renter. In general, researchers throughout the country followed ethical 
standards of the times, and In more recent years the clinical research 
community and Government agencies began to adopt formal codes and 
principles. In 1963, the Food and Orug Administration issued regulations 
relating to Issues of human experimentation, which incorporated consent 
requirements for investigational new drugs. In 1966, NIH first issued a 
formal policy on human experimentation, and this policy d£alt with institutional 
review and general principles for grant- and contract-supported research. 

Both the FOA regulations and NIH guidelines--which were later adopted by PHS 
and HEW--have been modified a number of times since their initial issuance; 
and they have progressively included more specific requirements relating 
to such matters as institutional review and informed consent. 

Many of the grant- supported projects involving human LSO administration 
were begun prior to the issuance of DHCW guidelines and regulations 
requiring institutional review for assessment of human subjects 
protections; yet, almost all of these projects received local review by 
a hospital or university committee. Projects conducted at the NIH 
Clinical Center were reviewed and approved by the Clinical Center's 
Medical Board, and studies at the Addiction Research Center received local 
review by experts. 



1002 


ISSUES RELATING TO POSSIBLE FOLLOW-UP OF AIL LSD SUBJECTS 


10 


In connection with recent publicity and investigations relating to Depart- 
ment of Defense and Central Intelligence Agency research involving LSD, 
questions have been raised as to whether follow-up of subjects who 
received LSD In research would be desirable and beneficial. ADAMHA* s 
positionis that follow-up of all human subjects who received LSD under 
the auspices of ADAMHA- sponsored research would be inappropriate. This 
conclusion Is based primarily on medical and scientific judgments, as well 
as recognition of the enormous logistic and methodological problems such 
a follow-up would entail. 

In considering the appropriateness of undertaking any large effort to 
determine the present status of subjects given LSD under ADAMHA auspices, 
the following points must be taken into account along with our previous 
description of research findings and protections afforded subjects at 
the time research activities were carried out: 

1) In general, if adverse effects develop from the administration 

of LSD in a clinical setting, they usually occur during or immediately 
after the drug experience. Such adverse effects may last for hours 
or days, but rarely longer. 

As indicated previously, adequate and appropriate observation of 
subjects was provided in ADAMHA-sponsored activities at the time 
LSD was administered; and, adverse effects of LSD administration 
would have been handled at the time by qualified personnel. 

2) Anecdotal reports of long-term adverse effects of LSD must be 
considered in the light of two potentially contributory factors: 

a) In any sample of subjects who have taken LSD, either in 
a legitimate clinical/research context or in “street" use 
some subsequent incidents of psychopathology or mental 
disturbance can be expected, just as they can be expected 
in any group of "normal" persons who have not taken LSD. 

b) The purity, dosage, and even the chemical nature 

of "street LSD" is frequently questionable, and individuals 
using LSD illicitly often use one or more other types of drugs. 

Thus, the subsequent occurrence of mental, emotional or behavioral 
disturbance following an LSD experience--especially if such a 
disturbance occurs years, after the drug experience--cannot be directly 
attributed to the drug. Nor can the existence of mental, emotional • 
or behavioral disturbance in persons who use the drug in an illicit 
context--of ten habitually in high dosages of questionable purity and in 
combination with other drugs--be directly attributed to LSD. 



1003 


n 

3) Scientific findings and clinical observations appear to Indicate 
that full blown recurrence of the LSO experience is very unlikely. 
Research has yielded no evidence of any permanent chemical or physio- 
logical changes caused by LSD that could explain the notion of a 
"flashback 11 phenomenon. The LSD experience is a dramatic and Intense 
one* and it is reasonable to assune that components of any psychological 
experience as strong as this would recur given the right set of 
environmental stimuli. Any reexperience of the effects of the drug 

is probably based on the psychological aspects of the experience. 

4) Follow-up contacts with former subjects in LSD research might 
arouse discomfort, embarrassment and distress for such individuals* and 
might be seen as an invasion of privacy. 

In sum* we believe the above evidence argues against any systematic attempt 
to do a follow-up study of subjects previously given LSD under ADAMHA 
auspices. Such an effort is unwarranted because of the minimal potential 
humanitarian and scientific value of such a project when weighed with the 
enormous practical problems it would entail; the potential arousal of 
distress among former subjects; the inability to relate subsequent behavior 
to earlier LSD administration; and evidence that adverse effects of LSD 
when taken in a clinical/research setting usually occur during or shortly 
after administration of the drug. 


/ 
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29 August 1973 


MMOIUZnXM 

SUBJECT: Influencing Human Behavior 


Any experiment or use of drugs or other techniques for in- 
fluencing human behavior vill be undertaken only vith the Director's 
specific approval and in no case on unwitting American citizens. 
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EMPLOYEE’S NOTICE OF INJURY OH OCCUPATIONAL DISEASE 

Fc4tr*l CtaptnuiiM Act 
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be rtliikd b> tl-.r b.l.ci-tl iu:i«mr Ike injury nu<c« tiukil.ty f«.r » wrl ktuml ifar iIj) #r «hm t«»»ir» wiuifm. 

•r rr**ti* in a«» cK r-.v Ike Lurnu l«*r nt<iirj| c\pe«*e. »l e« it *»»*«*M he («r*»rinl t* ike f. Ill.lWfll MIAT 

OF li.VliOi:, llunau «<t r*A|»1u«r«V l .imf*riioiio*. m.’iiher *»ikthci- icial •ui*ertor'a nrnrief injur), t •rm C. A. 2. IM«r» 
cewptuvaltun u p •»**!. «nitm claim on t «rm C. A. 4 ruu-t be submit ltd to the liorrau. 


Date of this notice 


wJ3L 


L I hereby certify that I am employed as a 

at the 5Q..^v^ior.,_.arX^J^QXo^caX.J^r^r.laaL 

.£ 02 ^ eu 1 \ 


lOmHhMi 


l on 

dkr •( •nil 


(fkn *1 c-JLCl .UHx^ 

, 1055-.it 

torn) 


•r. .. m.,#r ». m.i \ 


1 was injured in the performance of my duties 


. t tcLc-C-A.C ^- [ • 

(UmUm tlm Ojor (trwtttl 


Cause of iniur\* 


.IUnd.33... - 

(kwuW m hHi iw in k« u4 «lr UjwtwwMll 

. _ V . _ _ . _ 

• /\ _ - : 

/ \ - 

Nature of injury ~ 


/ \ 

-Classified Iliyas ... . 


/ 

(Km |*n U Mr Um«J- lrMt«r*4 tell tee, tented rtekt »*■>. •«.» 

\ 

/ 

. Names of witnesses to iniurv . 

ft CrJ. 1/. \. 



: : V 



ft. If this notice was not given within -IS hours afterjthc injury, explain reason for delay and state name 



This injury was not caused by my willful misconduct, intention to tiring about the injury or death of 
myself or of another, nor by my intoxication, and I hereby make claim for compensation and medical 
treatment to which 1 may be entitled by reason of tire injury sustained hy me. 

Kwnc ►g y bh 

\Fr&': Clson . , _ . 

Addict* 

(SUM wd lv«Wl| 


^ til 
fenM om ur a tin 


tCilf «r tori) 



UNION 
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I 


ET VJ*025 ?D 

CA'.-PDETRIC* -1) COV ?6 ll'/PUg 
DIRECTOR BUREAU OF E-.'-RLOvEES COJPE :$AT I ON DEPT. OF LAbGfl 
DOCTOR FRA':* R 0150M E'-PLOYEE OF CAV METRIC* DIED 
245 /.«• 20 NOVEMDEP lv53 DEATH APPARENTLY SERVICE 
CONNECTED DETAILS FC-LLOm 

JOH.V E THOlPSON CIVILIAN PERSOVNELL 

«*55A 




O 

4 ? . 

-i v c 




X 
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. .uJjf'Ii i. . » r%*. * . v;u\« 4 >* i * *%• 

. I» nVfj; « J, .*>.», 


NOfiwM^IU^I Sa»l»«u»*va« • • lh» * «. k I • Iwrr r .»«»!•»« l>>Li tUljtil 


*. • i • . • 


I** t r Tttv^r wi*»f i 


3, . *:**?(l bclnj duly sworn, on oath any Hint I am residing 

at r — - — , city of — Fr^icri;’: ; county of 


sod State of . 


JfcrjJtffii, 


that on the 35% day of 


my. 




t**V: 'VS’W 

of the city of F^d^rlc!:— 


l!L~5L/ , 

^Ec^dC-K’Ai-l’/a.-Ollca — — had personal domicile in and was a resident 

(Kvu *4 

..county of TrjKf rle'.: and Slat* of 


, and ilfi*' 

•ad oo said day died intestate; that burial expenses amounting to ~-S-lx«r. vjjvir s i ?.r.l ulus;./ th * W .liters 

(fw6?3«53 ) were incurred, ns prr original itemized bills herewith; that the amount of .JSar.2. 

■ ■ ■ • ■■■■ — — ■ — - dollars ($—, ) has been paid on such burial expenses by 


. from fueds be!cnj;n« to 


tad that there is a balance of ?o . v *ri[ y C O fVM^i-t (5 *53 ) 

remaining unpaid. • 

,CR«r« Mia I itili iprciCc full »« in£ca;c4 by iAitmctioni •« b*tV *f tki» (mm) 

>•! » * dy fijai s ^is * .... * 


AU t h. JUXdft tl 

~5p/i ... — t » , 5ri ?_Q.l? 5 n , . 




. Son - Mils r;ic‘<3 01 uon_ 


■ •?Da ugMcrp - L isa Wic ks OIr 


Utccoiol served u ti* sK:.’..-.- or natal force' of las United Slaw* t.t folSwi: ... , 

Service 

htfiOill! uir.M.o*! ti v* ■ w I . - * 


r, »* rSt.t 4 i p.-» htnoJ «: ti I A< i u i )«>4 * 

V thlm b» to the Veteran* 1 Administration for burial c.pcnic*; that at (he lino of 

aid dtecaie compensation — — due said decedent from the Euirauof Employees' Compensalton, mid 
Jut these has been no ajr.iinistrsstion, nnd if any amount* payable umjer the Employees' Compensation Aet be paid, 
so administration will be required. 


ViStA*m* mm le ie r.i *>* 

j n*n ;» »i t »*» 

3lU^ fUlth V.ici.j 01 jj- 


Sworn to by said . 


•t.!. 


. before* me, and subscribed in r.:y 


»rtseneo tliu day, at my cfT.co in snfi c ty. And I certify that r iid rdhnnt b ptronrily well know* to -© to be the 
i^tU.l frr.cn *i,o «epruHnb raid feMbal h the rcblic..*-.:? staled. aud that said aHiant is a crcd-i !s p<i , icn . 
** wn - v:: *‘ whcrso? I hereunto subscribe my name and affix my notarial *oaI this dav p . 




K-dU t 


K*I ir./ IVi:- 


BEsiaiprpaiitti 
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.... : 7^'~ r^r-yy^T’»T] — -* 4 " * *- 

l j w- ms • » ■ r «. • • ••• .*i,%r* i .. .‘i. ■•> I 

• ». | . * j I -.«.•••*■,•» , « .;*«•* .teilMil.V !. .»« %* • •’ •* •» „> 4 # «. j 

, < I tl<t • • .L*< »#..*••• A!i| * . | | . w I • 

•** ., 14 m ^ ,'nriMt^smfW*. XAtw.v.. /./jimw ... a - V »•*- **«'»*• , • 


,.YV hft <« 


*h iu« •!»;• •* »Hx. t .« K* jh! I 

*l» •>►*»-• »•*.%.* *•%*••• *‘*.t f# f»| f#.» m-v * -pwi 'h *r':4**''** kI U* l‘wnlUi<ttlKi 

•/< Vv* V, . ‘ * .*» ■-•*.«: j* * • * MrA «* J d ,v. - I 1 ‘ I - •’• • *-* h- * 

(c) TV nr«e.*r;’.| *t-ti lm rf,I •*, r>»I is v mrr 1> %t»> l« w 

|6 IVr'* ****» : V •• vt •**:' *H .*:*-.* I* ? ** *i » »r-H* 

CO 1 1 t’.Uri, » ? rr^s'JlilM iisj • I ■ >•■«* ci : 1^* ••'u 1* *b» ww iwipiMi il rdf* 

npfMtl, ►-,! U vrt« u\«.fly *f j..srt : -Py t!.a it • t od **j**jk>. 

(/) CfrwIj'iN i!» *. • '*y c * illy »: syvn t\* *\ ■ •i nep**-: »w 

t»it It* lir, l\i ?. cm “cl-H** mHci.i i-U *fci**L*ra, rlo;«iiJ iMHtvn, ^>1 )• • >V h w *m eKIt-J K»>1 dc<» wl 
■UciM t'-llt.! Tie ‘.w.t ; |, U'j!h%r“ a»4 "m*Icc" IncUrii »V,J«r.',!»:fi rad iltj. i’tw, UH U«**!ist« ball sL'c:.*, »M 
Welter* i!t4 ii»Un l»y eluji' iin, Ut .1© col {<uhi£e mirrled !*•»■•* f* or wttcj. .Ait U It* above trr.o* c vl IK* Imn "pna^* 
ct04** klulj Ml)- jerciv. vl* *1 tin* ti:»* of the d».tb of t to ik-rc*. ***1 e«.|»*Afr: w wAr IS >r;i of or »ur II ;•* 

»n 4 Iter : >*no of wU-i-ri- . Tl* I* rot "parraf incte-kj elepT*'- »• * **• J !<»* •* * *•/ oJoplio*. 1 » 9 Utu. m vHov** turh-lcs 
•ok/ tt* iUi.l v ;*vi *>3 sri;S or C •;**% *-at for u>un L\w it tl t i:«:v •< Ui death. 'Ho Uc*u M *WjfcW" la^ki 

•oljr the ftvv! ul'* Iiui«im 1 dc^rodcal for mp.-wl tpon her ot Ik Uos of her dn.k Th* kntl M adopted" oed "adoptim* 
M wd U this U«r talkie w l» Irgil tdv.v.inn prior to t;») of iLo i-.j*ry. 

TV* rUlu ilouf be i f'.d by Ik (vrm ■olios It* cUin or hi «iuljr oulhorired tiprmatxUro. Ttcro sh ou ld bo tfvoo 
it* BIOKI a«sd tptf o ! ci prrevot «Ko «r.»y km cntiUrd to coco^-Matioo o» niwM of dc&tfc, lo^Utr oritt lb* oddrru of 
It* puMi asoUos It* cUlx, vhkh •tea l bn iron to by ihi jrrwt totaled to romroukliM, or bjr las p m oo oitkciud to 
o«t M Ms kUt. 

Oaths of ctkist • residing 1* (e-dya couotHn should bo nod* before » Vailed Rtiln eoawUr officer or aceret «f ofks »IW 
or. If be;orc o Ixil cilr.jt. x trnCcale ef t.cb Vetted Stole* eoasuUr cScbl or socvtUry of kfiliu ikaiap lbs cuttority of 
tbo UtJ ©Skill to liaititcr oMb should be ibkioL 

A ratified copy cf tt* drift ccrticiU should iccoopuj ttis cbla If, for Mf rawos, II caoooi bo secured, ftv* fott 
•iptiMW at the U:(oa cf this sbeet. 

If the reUtioe»V> to tbs doevdrat of say perm entitled to <Uim csaptsuUot Is Uit of oduptioo, s rcrtiSod copy of tbo 
of odopfion should rcc'. sopnoy this clxiin. 

Itaini UU- «o iluptiolc (Otccbp the bcOksI ood Uarid uptrui *ho**tt k Mbodttod with tbo ctxiot. 


1 . Fun DMfM of Jccaufd ctujitoyr* 

*. As*...A 5 J. Sex U 4. Occupnlion _fcs , r/jl«.«3r...Wfi5>5ar.i!ls 

1 . \Tu dtttiKil »b!« to tptxU En;lub? T?.?.. i. XI not, whtlkapiagoT 

». Time of injuiy: (c) J&nr’VT. ; (4) 85 (c) _.1233 (<0 .. .S-M ... A*m. 

t PUco vheto injury oc curred . .. . .v?:.?}..?. r fe" y . .v*. : { . . r 4 .. : . Tfu.r. 0 r.-.\ 

- HiU‘ , |*lt'.«-’ l a ’u>CTvr,t’4) 

A. Koturo and extent of injury . . In 

L.jd^aUle. 1 . :: 


10. Dale of deotU ?L 

11 . JPUce where death occurred . . .?- .n /Ar r*. ^ j.. j .T.9T.h 

IS. Hole of pay of deceased employee at time of injury which resulted in &uiU, S. 2X0*0/!.... per .c naxa 

pad subslitccco valued at S per . 

13. Relationship to the deceased of the person claiming to be entitled to empenoation 


14. Did deceased leave any other relatives entitled to compensation? 

Addresses, a;es f and rcUtlvn^iip Wot. 

WVarau^iittsit^aUSmififsftiwsi^USmM* 

Nmm$ JUdttu 

Brie Si ck? Olao i R.y.S ..*^. ?Vy*»r ltf :. Vd. 

: R.y^a.25^.Er/si;risk,.n._ 

J_KU»_ 3 l 5 ’a..QiM 3 :. R.JJLi , ?S,.. 2 siiriei,..a. S. 


If oo, giro names. 



N 

I 

/ 


1 Hi-ncoY o.r.Tirt that each and every statement set forth above is tun to the best of say koov.-|?d<*e 
and belief. - ' * - *• 


Oo *mty of TrcS. rrl c! 

Jtt3itA.c^.IhryIaal 




Kami: .{//‘.Cl 

AJUt-i era jLsc.: — L 

Address: 

(©HMMUviUm 

lioJsricV: 


SuWriW(J > 'jr i Ml *,o.t. lo l.forf nw tbk ...Aii dir «f UP,. . | 53 

-• ».» 9 


» ‘ 


r.ui 


! 


* *c •*«*• ... • . . .-. Xi V..’ 

»4 vl t «u 

^A.!& 1 >,*.V. 

«o . ^ # , ii» «ki li»T 

v\. «. \*>SA j \ # 1 V. 
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PHYSICIAN'S CCr.TIMCA.Te 

I, T& t».t* ef «trv**?c« „ - 

J. I'M.* *•.* vi-vV'- •* V* »■>• >«r. . 


|L DiU if icalK - , 19 

i Direct u«e cf death „ - — 


ft. Oe*U»bute*y ciuw i< death — 


ft. Wit hlatory of fojery (ivtfi la t!i!i tin? 


If mw »UU H briefly 


7. la jicr oj-ln'oo, * u tie 4«ttl cf Ilf **.f>tet 4 m to «*«h JuJ-ay! 
ft. Rmatka: . . - .... ■■ 


I lutif a»Tir( tliat tfce isncn ti the above ^uratioaa ere true to Ibe U*l of ay toomlcdce to4 belief. 


(t«Mi*«tliii.‘|<| MIMOl 


IbMiiMiaW) 


«C*J» <***) 

Dele cf IWt rerttfleato. , 1ft 

A h b^ctiiit that above certificate be (cr-ubed, bat If foe any cause it ceeoot be aeoared, jive fad trpltsstka tabv 
m 4 nbeelt each otlxr proof U death at may be obtainable. 


CERTIFICATE OF OFFICIAL SUPERIOR 


oteey tt* 61a toe oa j u w M 

I ataur ccetitT that ttc ptnos ee aceooat ef wbote death tbe claim la aaorfe m employed by the l'ait«4 

28J?0\tv;*r 1553 

(M “* 

r >i» «*s-s •'•>& iitibi «*’. » , 'Mit*vtbi'rt*?..li.r»tH <#»!,«; » ;N I&>i * .-cote 4e«c»*a •'Jt eay cf iW«m *r.» cito 
latUuxi Urn «* , <***1 UK UUi>,.4...'| 


State* vita (fij'ircxj and of*t*l report «f death v«i aaadc ea . 


ftnaaih; 


^^.•1 1 « m V!& . .t.* cf .T 

el *v:-i .JscVa-v;., '^yZyic' , **. 
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]4 December 1153 


Bureau of ^?.plcrcos' Compensation 
Doparinant of Ic'cor 
Tfas:iinjton-25, D.C. 

• ATElTTCii: IS*. Clyde R. {.tiddloton 


Doar Sir: 

This is to inform you tint I uish to apply for 
the bon' 1 fits dua r.a vnt'.or tho provisions of tr.3 reuural 

.let in lieu of the Civil Sur-r-ce 

Ebtircrsr.t Act* 


Very truly yours,' . * 

tfj!t cJ- * 


JUIC3 TTIC:3 OLSCK 
R.F.D. »5 

Fredoriclc, Maryland 


v ^ 
.li i v . 
(O^ <>'0 

V 4 IV? . 

- j A"v^ '> » '■ ••• 

• A> • ***** • •• ■>’. v. 

\ V' ./je u .'A- %.*• 

V V' 

M . ; f Sr • *''* V 

vc~~'..y ( \ v v c * 

• V .V". » t\ N. “ 

J, y^ V'i. v. v- 

•J .tcv 


/ 



1011 


Jn : 4 ' 

AMI /^* 


1% History obtained at initial examination and during the 
course of treatment* 

2* His personal knorlcdgQ of the decedent, particularly his 
personality pattern prior to the acute illness • 

3* Complaints and findings (subjective as roll as objective) , 
including laboratory exmain&tions* 

lu Clinical course of condition during the period of 
observation and treatment* 

$• Diagnoses. 

6* If this is an acute psychosis, opinion as to relationship, 
if ary, to the rork in v.hich he ras earrged# VTc should 
like a full at. 1 corplete discussion of the situation, vdth 
reasoned oxlor.ation for a:r/ opinion orrressed. If practi- 
ctblc, * citations fren ncdicnl literature in support of 
expressed opinion rould be appreciated* 

7# Any other infomation considered pertirent to the question 
of relationship between the ?.*ork and the illness respon- 
sible for the death* 


0^[\ k ('&k k ck £ C*c%« f 

iw tcruur c - 




■ r~t ft 

c ( c> - r ^ 

^ • 

(^) CLO-io-Ctfiiu *v«. 
©- 

(eT ) (^ClA l^L"\t:c C\~~ 

(h e*,S« ,_rc«i 

• « 

'j^n <2_ci.<.-/v(-o-o v-Ci^ C-Q.cli^ 

t <W^ ^ h*i^ 

ft 

fvu c&_ <•' * a Lw(ji* 

* _•' / C/ u(; C'CC^’J 

d) - J 

' uJ& &uM^ Cfc-J- 

• '» 

@ -i •i'-<-/oc'uv-.t( OlCJ 

4.5 0 UU jfl6Vi«'!<<._' 



K+ if. • //- A 

: - /iPUf 4 few/ 1 1 -s'; d u^“*L ^_y 

$> Kb CL.tQ l^< 

gxul. ^ 

O.0 tC-u fa <. i.L. -tcnc... ticv^ 

© (Wu- ^ ‘T 

£uii iio -<??■ (W^r 

V) ^ > % i . 

<^<U^ © c«-Crc^i 



'QUrCvjuy tx ^( 

‘(^ Cbu~> UTL^l'<''^ C ' t ~ CU U - 
/Id LUj. C. A ^ ^ ~ 

7 ) Ku(ft t 1 * &- n { 

£^-7 iCt-fi ru.,.. CP*; f^ s f ! 

* , » 1 



1014 




1015 


C*canb«r 21, 1553 


x-ca::? 


Urc. Alice ^icka Olson . 

8.7.D. f$ 

Frcdtrisk, I'arylaal 

CaAp'lfra. 01 com • 

* * •* . 

'• Fnfororxe i: arda to your clria for cenoensabian on 
dc count of tfco de&Vu of your Dr* SVcaie ;i* Olson* • 

*• •: „ .... ... '• * .*? . 

Iho ^uronu fird.r bkat yr-n are entitled to :’525*U> nor 
xsontk, who rvxisuu coauussabion V»>?.b can bo paid in any c-ue, 
beinp :.?vi0*C0 ea your own bemlf plus 521:5*00 on Iu&hIC of uho 
v throe children on u chare rnd fharo «Ulca boats* 

* : Cecsxsitcntioa on your era cc count tdll be paid until 

your de*th cr rcr.crri.*.f,e* Crn^«inDAtioR ca recount oX ouch of 
your Crco rdiusr children rill cruse Than th%y die, DHi-ry, or 
roach the rj;o of ci^hUen* # * • . - 


• The run of T35#CO ie huinr, certificc to the otnbc-a 

^trosar.ry fer p-.~ur.r- to you, rc;rs»tot;tiaa; cv&uoiie^tiou h* cofit s, 
99 cnpL-.inol r.coro, erverin;; the period Iron ::av*.r-A:*r ?*> to 
IToYcrbftr 3'1> ly53* icclusivu* A check in this crounb should fcw 
received b 7 yy\ Tfithia the r,*3r future. 7rysenb 3 for Vita ported 
ccmcrcirn Pocc>;cer 1, 1353 rill be ia the iua of rtfSS.CO p*r 
tenth r.r.d shrill ca t centred by yen charily r.itcr the lest dry 
of orch nenth* - % 

... . *; - # c » ' ^ vi. •.. w 

•'bw* la enclosed birvtizh x xxaty :f ri.-£r»* for eoo- 
tine* nets of cecpeasnoion, 7om C,Vl2 far ycurcolf ,-nd Tora 
CA-13 on recount of who children* You rra requested to cccplote 
- red sub rib cue ox* etch of the foms/cn tha StrXi 'hr/ cl c*ch 
January cid July Vo cevur the ci^-ujoaih p cried isrraisr.rly 
ceding pitch date* ‘ 


In order thob the burl.-.i sHutanco nry be dichr.r.-ed, the 
Bitren r-huuld bo ilimicaed rrirn oriruul licnir..jd cillu cov« *i.’g 
nil buvinl creases incurred* ‘ihu hiHo ihould obter ih.3 . 



•29 Doooabor 1953 


% Botircsent Division 
* 0* 8* Civil Service Cosniooica 
teobin^toa 25, D. C. 

Contlcaem 


This is to intern you that as tho victor of Frnnk Uedolph 
Olsen | 'a forsor employ as of tho Ch-oicai Car?*, Department of ths 
Artz^y Cax? Datrick, Frederick, Karylaird, X hnrj t*vft acccrdad 
benefits by ths Dapirtmer.t of Labor under tho Fed oral Ettployor’o 
Compensation Act for the death of tqy husband* 

I* therefore wish to withdraw tho duo to under tho Civil 
Dorvico Hatirerent Syotcn and an attaching tho required fen hereto*. 


To^r* truly, . /*/)/! 

Cliu. 

Alice Vicks Olssa 
BFO J 

Frederick, Mi* 


. Jncl— Fora £? 100 ia duclloe*.-* 

1 copy of death certificate 
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tro 5 

Frritrlek, Ku 7 hni 
29 DKtxbir 1953 


Bureau of E.-?lo 7 »«** Cospnsation 
Vsahinjtcn 25, D. C. 

Attention t Hr. Clyde R. Middleton 
Deputy Director 

t , * 

(tootle sen: # 

This will acknowledge receipt of your letter— File !?o* X- 
666237 dated 21 December 1953* I wish to thank you for the prompt 
action tiken on ay claim for compensation on account of the death 
of iqr husband, Frank R. Olaon* 

I have obtained the required certified true copy of cy 
(ferriage certificate and fonardsd it to your office vie separate 
cover and trust it has reached you by tills tint* 

X also wish to infora yen that I hive net and do not intend 
to file cluin with the Veterans Adndniotrotion for cseth benefits* 
X also enclose a co rry of a lettar sent to the Retirement Division, 
U* S* Civil Service Commission informing thea of the approval of 
sy claim, and requesting psrrdssion to withdraw tho ccnica accrued 
wrier the Civil Service kutirecent System* 

• Enclosed you will find the foll owing : 

a« Completed copies of CA? 12 and CA? 13. 

— * •- - - * 

b* Completed and notarised copies of CA? 42 and 
CA-43 together with srd itemise* MIL for 
funeral e:cpenaea» I an sold that thea* 

. constitute a claim for reimbursement in the 
amount of S49i*C0 to the undertaker in payment 
of a portion of the funeral expenses* 

. # -* . 

I Again wish to express ny appreciation for your inters st. 



Alios Wicks Olson 


• . * 

W 


Xncls 
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ff> i« f#— it 4 .***. «<» I*;* C. 3. nrr\?.TMr.NT or 1 VE^?.. It* »«*e •» lun«.if< D. C.. 

#?.* .1 r •. •• x« f. in it* . •; ;r> *:c». Tku f«ru !•« t: i k u%u;ud (m ctclt wju/jr m- **• a»»>* «.,» 

tW>t ). f *r ifrt rr.. , y»« r.i'-Tt *■ • urn fcr rn v or. | _ 


I. Department .... J~-V 3. Buma or oflk« CulC4l.»174- 

r I#.*. 

*. n«*rf.m P lo r .«..i Ca^ i&gS 1 '*"' 

4. Full mom of injured employee 

4. Tiro* of injury ..... — 19 - 

(MO 

4, Time employee flopped rork \$mj — * ** - 

f. Time employee's pay stopp'd ., 19 - 




(Suewti 


(SufniM 


* 19 




.. I A. 

(Mw, 

.. nv 

(ffw l «.airf.iO 

.. m. 

gmr.i.m. w p. 


ft. First dor employee «u able to resume work __ 

(Mr) # 

9. Did employee return to the same work and at aama rate of pay after termination of disability I 

If ao, when ! .... If not, atalo character of work performed upon return to 

duty and rate paid employe# for such work ~ 


10. Actual timo disabled (including Sundays and holidays) — — — «-* — — *• — — • days. 

11, Number of days for which employee would hare received pay had 1« not been disabled days. 

It. If employee was rectinug sub»istcrxo as part of his wage*, was such subsistence furnished during entire |»criod 

of disability 1 If not, give dates on which subsistence waa not furnished — 




1ft. Has employee been paid for eny portion of shore absence co account of — 

<*) Anuual Lavrt 

0 ) Sick Itartl 

Hft w mmm omm j 

(e) Any other reason — 

14. Nature of injury 

fTh< N*Min( ir.fMrsiM^n it to ^ f»ir«i»*hc4 •*»ljr in n*r of «!* »th r.'*nlii«ic front vn mjurv ‘•i.fainM *l»ik it ti*.c rerfnri.tai.cr 
4wi/. If w v*i r. * .!*« Hi iiK'i tU'ljr, or a do Ikjwn of Injur) l x* patwt»l) Utt mwh.iU'U, nidi report, on form C. A. 2, »iKm:4 
h# farmaiot*! t«crc»»ili.) 

REPORT OF DEATH * 


14. Full name of deceased employee — *raaft--H»--CXiOa 

17. Time of death Ci n;VdJ)W 1911 - o,o*v ,m. 

(.v-o J JA.iV' .-1 >'t 

15. Timo employee s pay stopped , 1953 — n^n. 

.. ^ ... . . _ . . 

1ft. Place of death . 


ion,) <*»•;« »***» (*«,t 

*■» *sl >_.» . . -y - -ato -**»» C;t*j-.*diV-Yd,if *— > 

i I, xi.rutbitwn,*' ) 

10. Immediate cause of death , . .choci; in* Cron .... 

-roct tents . -Zee?. ct. hot^l 


tl. Widow of deceased employee Alic* J^Oljnn JUF#D# r jJ^oJp?lcln lkurylcnd- 

St. Children of deceased employee under SS years of age, or tba«c over IS who are incapable of self-support: 


JCrlo rriclfti ciscnt. 
JULca CIr,ai 

tna'i teiio'GLxf' 




tt. Karoe*. relationship, and addresses of all other persons known to be dependent, in any degree, upon decedent 
at time cf death: 




b est tapnyjuufli , 
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r:! \ •. :: r «:>• : *:v 


p- 

#AV* • 


- »**v • *»r* * 

^ I* • 


.. 4t>; 

• • . 


•*J *vIV»-® 


*'*.’ u. •• 
< .i •- n. .. 


-I #> a. 1 1 


* i*>ir . i» » . 

• I*# * !”*■ # * 


.% W 1 1, v • . l«l 


1. . 


Hxt tl 
«^3|C k *l 


t isjr.v. ..v>» r.^5J*r-- 

• ** '.LfSife- ■< 


3. l*Uc« «f tmji’ ;.«et 

4. l^p.'l.v «.:/.*• . . .Hi}. . .P^.Y. ***.V:; I. . *■ ..-•*.** ' *# . : • '* * ' T ’ ■ 

ft. Hfitw of r**:« lAtrAdtnt or in «5iv.^ v.-tii*. «• rjfjr .. K..V& 1., /n, L» , .V ’5* 

ft. Xt»w of injuivl i.Tij*kjt.i ? r.’r ?•’*. 7. C. Six . .:L V. litc* . . .t?.... 

M. Mm* *k*« *2****:. 

It. Occup tlioo r: j division S"’ •v.«r i ’ *. iV. ,# : .7. V.M crr.|ta)ce do>.* hit r^Sir 

.. |fiM ItU. «u- i-va# •. S*. 4 M. r, •(*.%«.) 

* 38 I! ant, wbst v.o.k! 


OfM 


It Total l<r.6*h of rervice «i(h the CoTtmrrnt a« a civilian? 0l.),j!>2L 


14. How Ion* st p relent work in this cstsbliihir.ent? 

1ft. Dates of otter injuries JSJ.-O.ysrfc:^ 

end subsUtanea valued at $ par 


1ft. Bata of pay on date of injury* per 


and queries vilati at $.. 


. per 


It. Employee lt;im work et m. It. JlccwUr £sf* work ends JRf.v:* m. 

It Hours acr'.rd prr day “ tO. Ds>* jcuirerweeU .r._ 

tl. Five where injury occurred * 3 .* )"'rl .i;° * "4. : . .? - Vj - 

tt. Data of injur> iuy£..; day of uivk Iwur of day .. £ : ** .•‘••w. 

tt* Date employee stopped v. or’; . v7. . .v.®}^r.7.V?.% 10p3..; day of week Sour of day ^ ‘ 

14. Data »;np!o/o’» pay stopped % 15?^..; day of v.rek ; Hour of dty . 

t®- «•/».«) 

15. Kas employee returned to work? K\P. .... 

(CMf *M *%< *»-/) 

tft. Will cmploy.t receive pay fer any portion of above sbsenca on accimal df 

fal Annual lev® h.Q 


(•) Annual lcava 

(ft) Sick kava . 


(Civ* U«< *»| „ 

Mo... 


-^iCtn «imi rue j 
”** — — *** “"** (C.ir i 

tt. Describe in full bow injury occurred . ,v'?Toa_ / .JQP r...P.r^)i.0.y.» J. — 


(a) Any other reason 


tft. Stela part of body injored and nature etui extent of injury .JQQ 

honour*? f:? in ds-.th 

* ’ * * tt, Did injury causa lot* of any member or part of member? Ifso, dricribe exactly * - 

XUb*«t 

10. V.'sj employe* injured vhile in ,.v rforctancc of duty? — If notpoin doubt, dcta.tsd ilVe-scit 

- . • , J&A th result ?d fret cirginstnneis arisir.~ ou t gJ tlt-OrrtciaJ. deleft 

tl. Wet injury- evisft! by: 

(e) Will ‘.»l in i«-*nu»:t of tS» employee? (ft) InUr.lio • oftnployce to brin* about injury er drath 

i\iU info i r:corced in r.m dficici fills, 
of bimvclf or a-n;'i# r! . (r) Kn**! i:tc V i.’ls , 

(1/ M| iiH.'i k O - J «%• M*** ir l*.« ...» ».».». . •• -i*.*.? * » *a‘-i *;**.*» «a \ 

nv-«* I#* #.* ftiriv *V| 

tt. Wr* written no:;;® of injary p.wn v.;t!«in IS hours? lf»t* did iounn!u:t superior ?p.; t:t;d 

bnkds* of injury? — — ... 

(Amcm La ',^|J «R *, C. 4. .* **.! 11 tmmji +*t m i*i Ml (*n« r -j* U lv.*;) 

tl Kamct and addresses of sitnui.i to injury I , ■„■ -- , . 



. ^ v "'toira.rtc.i. D.C. 

>.* 

. S.J 

(1/ C**«v %,S m*.**- • j** **># |l** * .i l-r» •/ Kti* a* «tr«. » /# #» *>.# ••r/j 

*\p 14. Was i: jury e»- .U sy a third |.^r:y i thcr than a C).vi*.n:«r.t t-:»*,.U*>ce scn%*-«>? If r\ h:.s 

*anyV»)xt li..»s lu ’.ruc'.ol in |»rt,v.lur.* under IV !*.;*re..u*s r.'ni'dk^l — -.— , . . , T 

I U«V *«! *?«-■ * -*J « ; (•»•'* •>'•! . *>■ "*"* 

SI Na;n* anl r.*l I:?-.* of pby.’Vr » a ho Ant attcn-IcJ c ir * -1 j^V ,V.| . . .* „? t 

.* Tl «'in v r ■ In*.? - . 

^ * it. X^rr ?-vl r.tlr.-.: «*( *•!.; .! !*.h now atl-md*:* * .• ^ ^ 

*»a.vv» tV; j . . J*. »•->• ct 7. V ’■ * l!».f i. . r>^ / 'T.C?;. 'S~y (s. 

m /• • • v?‘, .. . //. M^-r* *. \ ’5 *.-’ 


70-026 O - 76 - 6S 
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r.A- wrc:- rcr .ticn of 




JT« b* f • *' :■ * »V* S. *»KP,\V 1 :•**:% T I’K I. %»;*•!! * * ; nr I.- • >#r . «* C« . V.V A’..-* . . V*.. Ii. f 

|l«rr' ;► o'- ! • l.ft» ..,*«»»• . a: i*. V •• f ».:».« »•«. . fluMn’.’ii*. » Ui!a ■«/ f‘*i *1 . 

i -'.t-v.'w" ..... 

1. Ita>. .;>.w-ot if. "' J. Hurrju or oC.u fixi*. . 4.. 9.-':“ : ..... — 

l*lace of . 1-^3 JS'iiv.VSc Kir/i -*.-.. 

4U Full ttMft) of injure*! iin|doyco — * 


$. Time of injury . - •— 


•’ **»* fu, * v<0 > e4 l# iiUi;v;v ::v. s ,c - 

». Tbut e-n, .’.<>>-«•» P »y — »» »Y<;Wr~ 

*. rwt &r employe, w M» to rc.ume vork 19 ,« 

f. Did employee rt! urn to I be samo work end at same talc of pay after lenuiuMion of disability f ~ 

|f iq, vhcnl - — — — If not, steto character of work performed upon return to 

duty and rata paid employed for such work - ^ - 


10* Actual tiuo disabled (including S: Jtdays and hMidayj) day*. 

|| # Number of day* for which emoloyco would hcv© received pay had he not been dUahled — day*. 

17, If ccjployco was receiving suhiUtcuco u part of hii wr.^ci, wm sueli subsistence furnished during entire period 
of disability l If not, giro dates on whirb subsistence vrea not furnbbed 


Ik Has employee been paid for r.ny portmn of above absence on recount of — 

* (a) Annual Uvc?..., ........ , 

(C*9 «l« W« ) 

(I) Sick leavo! 

(CJinflMii) 

(<) Any other reason Ji * — 

14. Nature of injury — * 

15. Remark* 



. m* r#l!or>c i*tf('r.av>n U lo V? furni«l.:d #«:Fy H f\v: of «t%'rt - ffo*.i .vi iij'irv ■•i-.f-intd vl ( ilt i* (!-.( j. tf 

full. If r* * i .,«><! itfly, or tl lltpori of lujui) h:i Ikca :uiir,i:;cd, kiurt, on I vtat U. 2, 

ba fett-tntai Jictc.-ua.J 

REPORT- OP DEATH 



71, Widow of deceased emploxeo Alien U.Olioa _R*F#D, jcVja HjryJLacdJ. 

(CnAI vu-.v) UCw) 

7X Cbildien of deceased employee ueder IS years of age, or tbo»© over IS who aro iuctpablo oi self-support: 



M. Kr. »r , eti»»n# , .ij». and addre'-'-e* uf ell «*»ber p.r.-ocs knovrn to be u. pr.»«lral, in nay cJi^rr?, np*'.i dec%*der.t 
at lime uf tlco’.h: 


Smmg, A dim. 
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Tuesday. Vova-bor 21% % V) r >3 


Fr.tient iv ?.c- bored mu fro** testings during the var in 19^/* 

And recalled conuon i;.t 'rues, iresent wore t.vo of the retJUnMa 
fricr.dj. Conversation re ai: :d far so .v ti.e cn a social level 
In vhich the patient had, centra ry to his Later description of 
himself, a:: excellent i c-ery ior j cople, events, :i,(J f colift, s about 
people • l'c tiSrcur.sfrd r a list ic a 11/ and shu .e;i only >: :e 

L strain -n: in. co::*.:c of II. - • .:;y<vvsv,i*:>* It only 
when he »:as with e:e in priv to that he showed nn/.iety about his 
oonse of inadequacy, v it h tpeciol reference to the scientific i>oiw 
fir *nco of hir; 'uties. He was obsessed v?Hfc the Sic: that hie 
ro'z or/ was poor, that his v*>rk vas inadequate, end th*t h« failed 
his fardly red Ms co^raies. He :*cnticnei that he felt that he 
was dishonest oeciu^e he r\3 .ten retired for duodenal ulcer. He 
felt th A .t he v;p.3 st^aliii;; rone/ that ;:a«n f t his, rraliy. he stated 
that although he could see the fact th.it an authorir.cn rovie ♦ board 
hid acted, h.is o n ideas wore in conflict on the subject. said 
he had ‘vat ted to leave n*n present work, but that if ho did leave 
he would be t*vptod to ti’;i Ms retire c:;t : ay, i:;u th*t ho coelcln 1 1 
face it~-I attempted to ascertain if ho felt ccpoc lolly persecuted 
at this tiro, or tr.y pod, but the ev, : hauls war. on hi.? o;m compul- 
sive iced to do a perfect fob, and Ms o *n it.abilihv to live up 
to ..hat he excited of hivsilf* For cxi: pic, when he vas n:.!<c.d 
to tike over i is Livision. 

In order to further kc'p ir* c at act .,ith hir. and to ass iy the 
condition further, I unit to the h tel in the cveni:: ; anu s; e;.t an 
hour ..ith the ; atient <.j;d his t./o friends. /:v. a lift, the j.utirnt 
ftp. e uvu to rain tain an excel lost rcJLubioft&ftip with people, coftuider- 
ir.* ho*.: a ;iuatca he had r.izt, reported to be. ;•:> I left he r- id, ,f Vou 
kno<i, I feel a lot better, this is uhut I have boon nccciirq;. w 

Cn foverber 25 the patient appeared roro agitated. Twero r.ns 
a^ain repeated discussion with ::ore a 4 itatlo;* of his inner worrits 
about hio work, ..is*‘i elrasc of classified infer vition* his ;uilt on 
beinp, re tired- for an ulcer. He saici he had always hac these fcclinpr, 
and they had not just started the week before, v.td tint in fact in 
Larch of 1953 his wife thought he wan so ce pressed and a lifted that she 
thought he should see a doctor. He said he had been sleep in ; ; poorly 
since "arch 1953- '*e ar.olificd his difficulties saying that his 

spelling had bccc.v.e poor and t.ut his c .ory vac p :or. This aid not 
check . ith repeated ejection ir.x restrains past events, although f jor.& 
confusion *vac present, but this confusion was restricted to ft clings 
of t: not doin’ the job ri,;ht.” 



£8 November 1953 



MEMORANDUM FOR THE RECORD: 


v, V 

EN 1 u < Wuu’t U 


SUBJECT: Suicide of Frank OLSEN. 

Army Civilian Employee, Camp Dietrich. 


1 I was called by telephone at 5:00 A. M. this date by a c U Officer 

"and ashed to meet with him. Dr. Gibbons and D.*. Sidney Gottlieb 

in the latter's office in Quarters Eye. 1 arrived there about and was 

told the following story: 

2 Mr. Robert V. Lashbrook. a TSS employee, had been in New York 
City on two occasions during the last week accompanying Subject, w.io was 
talcing psychiatric treatment from a Dr. Abramson. Oisen is a civilian 
employee of tne Chemical Cor^ at Camp Dictricn. The arrangements for 
Olsen to proceed to New York were made by Colonel Vincent RuctU (>p. ). 
the officer in chat re of Special Operations at Camp Dietrich, and at the 
suggestion of Dr. Gottlieb. The latter stated that he Snypested Dr. Abramsoi 
due to the fact that the latter is a cleared consultant of both Inis Agency and 
the Chemical Corps, and that the sensitive nature of Olsen's work, part of 
which he was performing for TSS. made this appear desirable. 

3. Dr. Gibbons stated that Olsen had been treated five or six limes 
durine the last week by Dr. Abramson. Olsen a at Lasl.brook rcUum*d to 
the Washington area for Thanksgiving but went back, to New York Cit> lor 
further consultation with Abramson. Yesterday. ABramson cci c -ia 
Olsen should be placed in a sanitarium for treatment for a period and 
apparently arrangements were made with a sanitarium near Rockville, 
called Chestnut Hill. Gottlieb reported that Subject had stated he was 
witling to take this treatment. 

4. Last night. Lashbrook and Olsen had a room at the Statlcr Hotel. 

At 2:30 A. M. Lashbrook was awakened by a crash, awoke and found that 
someone had dived through the window, blind, glass and all. Olsen was 
missing from the room. ' 

.5. It appears that Lashbrook called Gottlieb before he called the desk. 
He theft called the desk and police from the Nth Precinct arrived shortly. 
Lashbrook told the police of the employment of Olsen by Army. He tola 
them that he. Lashbrook. was a Government employee who had been 

associated with Olsen. Lashbrook had an AGO card and also a CIA adge 

DECLASS1FED ON 24 JULY 1975 BY 
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on hit person. Police mode notes of identifying date on both Lashbrook 
and the body. 

6. When l arrived in Gottlieb's office, he was talking to Lashbrook, 
who had called from a pay station in the Statier. 1 told Gottlieb to tell 
Lashbrook to take another room at Statier and await later phone call from 


7. I questioned Dr. Gibbons and Dr. Gottlieb at some length on certain 
matters which had occurred prior to this incident and which will follow later 
in this memorandum. 

. 6. I then told Gottlieb to call Lashbrook at his room, which turned out 
to be Room *18$ and to tell him* Special Agent* of Department 

of Defense would call on him at 8:0 j A. M. to assist and follow any future 
dealings or interviews with the police. I then sent word of the incident to^he 
and made the necessary arrangements with him. 

EVENTS OCCURRING PRIOR TO T1X SUICIDE 

9* In nvy qocsttoning of Drs. Gibbons and Cottlidb, they related the 
following events which preceded this incident. 

10. It appears that on Wednesday and on Thursday, November ICth and 
19th, a group of persons from Camp Dietrich and from TSS assembled at a 
Cabin (two- s tor > log house) at Deer Creek Lake* Gottlieb staled there were 
•even men from the "Special Operations" of Camp Dietrich and three men 
from TSS. The latter were Goiiicb, Lashbrook anddluthcs of TSS. Gibbons 
Stated that the TSS liaison and connection with Utd'Spccial Operations" had 
been kept "EYES ONLY" to a very few* persons both in CIA and at Dietrich. 

He said it was known to Generals Rulicne and Creary of the Chemical Corps. 

It appears that the purpose of this liaison and connection was to discuss and 
work on matters of mutual interest in the sensitive and covert fields. 

Gpttlicb said the Dictriclr group had meetings once or twice a year at the 
Iog*house referred to above. 

11. In any event, it appears that the entire group had assembled at 
Deer Creek Lake by Thursday. On Thursday evening, it was decided to 
experiment with the drug LSD, and for the members present to administer 
the drug to themselves to ascertain the effect a clandestine application 
would have on a meeting or conference. Gottlieb stated a "very small dose" 
of LSD was placed in a bottle of coir.trcau and that all present except two 

of the persons had a drink thereof. This included Gottlieb and the Command:.-; 
Officer of Special Operations, Colonel Vinson Ruette (sp?). Olsen also was 
included in the group. 
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12. Gottlieb reported that the drug had a definite effect on the group 
to the point that they were boisterous and "laughing" and they could not 
continue the meeting or engage in sensible conversations, Gottlieb asserts 
that the meeting broke up about 1:00 A. M. Friday morning. He stated 
that Olsen among others complained of wakefulness during the night. 

Gottlieb stated he drove home Friday morning as did Olsen. 

13. On Tuesday, 24 November, It appears that Colonel Ruette called 
Gottlieb and stated that Olsen appeared mentally depressed and evidently 
expressed some concern about him. Gottlieb then suggested that Uashtrook 
take Olsen up to New York City to be treated by Dr, Abramson. From that 
point, there were the scries of psychiatric treatments and plan to hospitalize 
Olsen as narrated above. 

14. When l arrived, Gottlieb had already communicated with Dr. 
Abram'son. Gottlieb told me that Abramson said that Olsen's condition 
was one that ousted prior to the events of Id and 19 November, it should 
be recorded that Dr. Abramson has been experimenting with USD on bet. ah* 
of TSS. Gotflicb reiterated many times that outside of the boisterous csfect 
and the inability* to think properly, USD has no harmful or permanently 
injurious effects.- 


Director of Security 
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.cn-Esrr ar :.i. viscid tst'disc*, -ta:s r*nr:ur, :.rr/^i^£ 23, 1953 


(Tote: The datci and approximate lirts of visits to *Jt« «r»- 

soa 4N a.ded h»*rt to ciarifj >. .Vamsaon* j follo«iag s^atsnrnt. 


Tuesday. *ov«*ber 21 

( 0 ) 4ith patient and t^o friends, is :.cw Toxic o/fioe, 
about 4x45 to 5? CO T.m. # 

(b) ith patient al cr.c, in .To* Tork office, aoout 5: CO 
to 6sCO P.J. 

(o) r.ith patient isc t=o friends, in hotel roca, about 
10s CO to 11:00 ?A 

* cdnerday, **oy*7her 3^ 

* TTith patient alone, in .Tor Tori; office, tic at 4: CO 

• to 5sC0* v 

.Trurod-iTj ’oef^tbnr :*o 

(a) ith patient alone, is *untir. jtcn. Lei: * Island, 
office, isout ;:C0 to 5:C0 ?.-!• 

(b) ith patient and f rises, in 'ur.tin ;can of flea, 
about 5:00 to 5:20 

rri<Uy. ov~h-rg 7 

n ith patient and friend, in v et Tork offira, about 
9:30 A«1 to 12: CO neon, and Iron about X:CC to 
3<00 PA) 


■SECfifj 


/ 

/ 
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Again an attempt ui node to have the patient state that ho 
on the e ‘object of a plot or m especially persecuted by ils frier.da, 
but at no time aid ho speak of any but the highest rojtrd for friends 
or family* He stated explicitly that he wished to { *o bic.; note* Z 
saw no way in wfcler. this could be prevented , but plans no re ;.ade for 
further discussion* 

“oresber 2& 


The patient returned after an agitated trip to ’'as'.iiitgbon and 
m seen at 1:CC Thurscay, November 26* la this Interview, for 

the first tire, the patient snowed that ho had delusions of persecution* 
n feel they were giving ae dope to k*ep se awake* 11 Ho cold that far 
aoso weeks the CIA group had been putting something like benzedrine in 
his coffee. He pointed out he had heard voices t.:c ni.yit before and 
that V*» voice told so to "throw it away*" (,!e had thrown away his 
wallet)* His history definitely indicated he had been delusional at 
least for voeks, probably oor.tao, but that he had been ahlo to operate 
fairly well, except in crises. It bee are apparent that hospitalisa- 
tion was required as soon as rosoible* 

roveaber 27 


On Friday aiming, Havener 27, the' patiir.t sni a frlcr.d and the 
writer discussed in -*c. ^ detail the uesirability of hospital treat 
to vhich t *.e ; ati>nt ad finally arrMed* **e tk-'u -f;t *..« nouiu like to 
be near hoce,. and for this reason a menial institution r.ear a shinier, 
tras chosen' ar.d a rooa reserved* Che hospital could r.st i::ka the r-atirnt 
that day, and arrangements were nose for hospitalis nticn - the next day. * 


£aasls»l£a • 

Che patient has been, according to his enc story, delusional for 
a long period of tine, but operating well in Lin cay 07 day -ork* His 
inordinate guilt f eelings, as expressed to me, tero specifically re- 
lated to his pension and cioability ray. >’or thin he f-Tlt he had to 
be punished • He himself dated his difficulties to the tine v.hen he ras 
retired* It -as then that ho recalls *.iis extraordinary guilt feelings 
began, beccnlng progressive!/ worse, with the s p ecific delusional events 
occurring :uring the preceding souths* 
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1 December 1953 


MEMORANDUM FOR: Inspector General 
SUBJECT: Use of LSD 


1. Pursuant to your request. Dr. Willis Gibbons, Chief, TSS, 
was contacted on the evening of 30 November 1953 concerning points 
hereinafter noted. 

2. Dr, Gibbons has impounded all LSD material in CIA Head- 
quarters in a safe adjacent to his desk. No one else has the combi- 
nation to this safe; the material was so &mpoundc%t on 29 November 
1953. 

3 « Dr. Gibbons stated that he is stopping any 'LSD tests which 
may have been instituted or contemplated under CIA auspices. A 
cable will be sent to the field on l December 1953 to this effect. 

4 . Only two (2) field stations, Manila and Atsu;'i, have LSD 
material. There is none in Germany although Mr. William Harvey 
recently expressed interest in the subject. A cable to the field on 

1 December 1953 will instruct the field as to non-use and request 
data as to how much is on hand and who has custody and access. 

5. CIA has furnished a limited quantity of LSD to Mr. George 
- White, Chief of New York District, Narcotics Division, Treasury 

Department. Dr, Gibbons docs not now know the exact amount in 
Mr. White's possession. White is fully cleared according to Dr. 
Gibbons. 

6. In summary, LSD material over which CIA has or had 
distributive responsibility is located in four places: (a) Dr. Gibbons' 
safe, (b) Manila, (c) Atsugi, and (d) that in possession of George 
White. Exact amounts in each location arc not yet available. 

7. There arc several "grants in aid" units and individuals in 
the United States doing research with LSD. None of these received 
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material from CIA; some know of the CIA interest and furnish reports 
to CIA. Only volunteers are used. While some of the work is done 
with knowledge of CIA interest, it does not appear to be done under the 
auspices of CIA. 

8. Dr. Gibbons said there is very little or no correspondence, 
either internal or external on the subject, but that he would collect 
such as existed for the Inspector General. 

8. Dr. Gibbons v/as also asked to collect and have carried to the 
Inspector General all reports on the use and effects of LSD. He thought 
by this definition lie would have a drawer full of papers. 

10. Dr. Gibbons was asked to prepare a list of known clinical 
grants in aid units and individuals in this country engaged in LSD re- 
search. It appears that Dr. Abramson has experimented with this 
drug. 

11. Dr. Gibbons was not clear as to the mechanics of CIA acqui- 
sition of LSD but said he would ~ct the answers. The material is not 
under Federal U.S. Governmental control to the best of his knowledge. 
It is an experimental ciru;, and as such, is not allowed to be sold in 
this country. Most LSD obtained by CIA comes from the Eli Lilly 
Company with head offices in Indianapolis, Indiana. Dr. Gibbons 
thought some might have been obtained from other parties but he was 
not certain. The Eli Lilly Company apparently makes a gift of it to 
CIA. Dr. Gibbons was not certain whether the company brought it 
here, to a cut-out arrangement, or whether it is picked up in Indi- 
anapolis. The manner of receipting for the material is not clear. 

a 

12. Answers to the questions asked by the Inspector General 
which are not given by the above arc being obtained by Dr. Gibbons 
and will be furnished as soon as he is able to get them to this Staff. 


Chief, Inspection and Review 

> 

\ . < 

J Distribution: 

Orig. & i: addressee 

1: I&R Subject file t ,‘ 
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SUBJECT: Conversation with Chief of TSS 

1. All LSD is in Chief's safe for 
combi nation* 


1 December 1953 
re Olsen Case 
which he only har 


2. Preparir.9 cables to field to find out whc has custody 
and access. Issuance done only with Chief's concurrence and 
use only with DD/T approval. Senior military officer vented 
work broadened to irclude biological as well as chemical. 


5. Acquisition. Not classified ae naccot.i c--orgenic 
chemical. Don't purchase it — because an experimental can't 
be sold in U.S. Has beer. 6c) ed cut by a foreign company . 
With cne exception I.SD has been given to us. An American 
company has given us seme. 


6. Corrcspcrder.ee and memorandum. Don't believe any 
reports addressed to Agency. DD/P has one memo on subject. 


8. CIA officer has discussed use of something of this 
type with experts from Carp Dietrich and they had all agreed 

that an unwitting experiment would be desirable. The LSD was giver, 
to all of the ten at the co.r.p except one (who doesn't drink) 
and one other who has a heart condition, both of Camp Dietrich. 
About 20 minutes after giving the dose the CIA officer told 
them what they had been given. They all agreed that it was 
an interesting experiment and there was no adverse comment. 

Only after Olsen committed suicide was there any reaction 
adversely to the experiment itself. 

9. According to Chief TSS, Olsen has a history of 
mental disturbances. Last summer he apparently told his 

wife that he was upset and she suggested he see a doctor. He ;* 
objected to being made division chief because of a fear he 
couldn't do the job, and after receiving the job shortly thereafter 
asked to be relieved. On the Monday following the experiment 
he told his Arny chief that he expected to be fired or asked 
to. resign. He then went up to New York with the TSS employee 
and saw the psychiatrist. After several trips between New 
York and 'Washington, the psychiatrist finally came to the 
conclusion that Olsen should go to a sanitarium. On Friday 
night, November 27, Olsen at dinner with the TSS employee 
in New York appeared to be completely rational and discussed the 
time they would have to get up in the morning to get the train, 
etc. 


j 


DECLASSIFIED ON Z4 JULY 1975 



Inspector General 

1 i 



1 December 1953 


MEMORANDUM FOR THE RECORD 

SUBJECTS Conversation with Dr. Willis Gibbons of TSS re Olson Csss 


1. All LSD Is In Gibbons* safe for which he only has combination. 

2. Preparing cables to field to find out who hat custody and 
access. Atsugl and Manila. Issuance done only with Gibbons or 
Drum's concurrence and use only with DD/P approval. Bulllne wanted 
work broadened to include biological as well as chemical. 

3. Man in Bureau of Narcotics has some. Has good access to 
criminal types in N. Y . — George White--exper t for Kefauver Commission 
and close friend of Halley. Now out of town. Got it from us. 

4. Grants-in-aid to Dr. Harold Abramson, 133 East 58th. Dr. 
Robert Hyde, Boston Psychopathic Hospital. U. S. Public Service 
Hospital, Lexington, Kentucky (Dr. Harriss Isbell). Dr. Carl Pfeiffer, 
Department of Pharmacology, University of Illinois, School of Medicine, 
Chicago. Lilly has been trying to make it. Another trying by radio- 
active to see what part of body it works on. These are top secret 
cleared. Got grant from a foundation to work through. Is overt. Use 
voluntary subject. Give us reports. Would go on normally but we 
Insure it does. Abramson is a psychiatrist and his people are 
abnormal. Rest are normal. 

5. Acquisition. Not classified as narcotic — organic chemical. 
Don't purchase it--because an experimental can't be sold in U. S. 

Has been doled out by Sandoz Co. of Basle. ,With one exception LSD 
has been given to us--Gottlleb and Lashbrook. Eli Lilly and Co. has 
given us some. 

6. Correspondence and memorandum. Have file cabinet drawer 

full. Don't believe any reports addressed to Agency. DD/P has one 
memo on subject. Gottlieb's trip to Far East. Mentioned in reports of 
monthly progress — is pseudo. 

7. Lashbrook (TSS), Hughes (OP), Gottlieb (TSS), Alfred Ulmer 
(SI), Harold Cooper (PP) all have had it. De Florez, Gibbons, Drum 
and Roosevelt all know about it. Also Wlsner, Helms, Barnes and Scott 
and Field of the I & R Staff. 

8. Gottlieb had discussed use of something of this type with 
experts from Camp Dietrich and they had all agreed that an unwitting 
experiment would be desirable. The LSD was given to all of the ten 
at the camp except Walinovsky (who doesn't drink) and one other who 
has a heart condition, both of Camp Dietrich. About 20 minutes after 
giving the dose* Gottlieb told them what they had been given. They 
all agreed that it was an interesting experiment and there was no 
adverse comment. Only after Olson committed suicide was there any 
reaction adversely to the experiment itself. 

9. According to Gibbons, Olson has a history of mental dis- 
turbances. Last summer he apparently told his wife that he was upset 
and she suggested he see a doctor. He objected to being made division 
chief because of a fear he couldn't do the job, and after receiving 
the job shortly thereafter asked to be relieved. On the Monday 
following the experiment he told Col. Ruette that he expected to be 
fired or asked to resign. He then went up to New York with Lashbrook 
and saw Dr. Abramson. After several trips between New York and 
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Washington, Abrasion finally cava Co the conclusion Chat Olson should 
go to cht Chestnut Hill Sanitarlua. On Friday night, November 27, 
Olson at dinner with Lashbrook in New York appeared to be eonpletely 
rational and discussed the tlae they would' have to get up in the 
aornlng to get the train, etc. 


i 


Lyaan B. Kirkpatrick 
Inspector General 



Office Memorandum • 

TO » Colonel Edwards 
r»OM Chief, SSD 
SUBJECT: OLSON, Franklin 


UNITED STATES GOVERNMENT 

% 

OKTEt z December 1953 


Subject’s death certificate, a copy (pbotostatic) of which 
hat been obtained and is being forwarded, indicates his occupation 
as a biochemist and business where this occupation used as 
'•U. S. Army Post". It also gives his wife’s name and where 
they lived. 

With reference to cause of death, it states death caused 
by multiple fractures, shock and hemorrhage; jumped or fell 
from 10th floor hotel. The certificate was signed by an 
Assistant Medical Examiner whose signature is illegible. 
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Office Memorandum • united states government 

TO s Colonel Edwards ***** 2 December 1953 

*FROM : Chief, SSD 

SUBJECT: ABRAMSON, Harold A. 


New York State does not require a license to practice 
psychiatry. Their only requirement is that an individual be 
a physician. Subject is a physician but not known as a 
psychiatrist. • 

% 

He has engaged in the practice of medicine since 1925. He 
was educated at Columbia University, receiving his M. D. in 
1923. He is a National Research Council Fellow; studied in 
Germany at the Kaiser Wilhelm Institute, physical and electro- 
chemistry; instructor in medicine at Johns Hopkins University 
1928-29; instructor in biochemistry at Harvard 1929-31; Asso- 
ciate in Bacteriology at Cornell 1934-35; Assistant Professor 
.of Ph ysiology at Columbia University since 1935; Associate 
Physician and Chief of Allergy Clinic, Mt. Siahi Hospital, 

New York. City (this position indicate of his high stature in 
medecine at Mt. Siani known as one of the best Hospitals); 
member of the American College of Allergies; member of 
American Association for Advancement of Science; member of 
American Academy of Allergies and American Psychosomatic 
Society. 

A reliable source has advised that to be an authority on 
allergies one would have to take courses in psychosomatic 
sciences but this does not make one a psychiatrist. 
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CtM Ho. 73317 





3 December 1553 


QglgtAIi 


At Kev York, Hew York 

On 26 November 1953# at 7*50 a.m., ROBERT V. LASHBRCOK was 
Interviewed in Room Lfifl, Sutler Hotel, 33rd Street and Seventh Avenue • 

Mr# LASHBRCOK advised that the SUBJECT was a biochemist and 
Agency employee assigned to a project at Can? Dietrich, Frederick, 
Maryland. Ke stated ti:at a Colonel 7EICEUT R'JUET is Corranding Officer'" 
of the SUBJECT'S croup* LASKBECCU indicated that he has known the 
SUBJECT for about one year# He stated that the SUBJECT had been suffer- 
ing fron "persecution delusions and guilt feelings.* He indicated that 
these delusions and guilt feelings were not in areas related to the 
SUBJECT'S work# L15KZHCCK sUtad that the SUBJECT had received a 
nodical discharge frem the rilitary service because of ulcers and was 
drawing disability pay# It was the SUBJECT'S foiling that he actually 
had no ulcers and that ho therefore believed that he was cheating the 
government# In this connection, LASHEICCK s la tod that the SUBJECT 
would listen .to no rsasonacle solution to his problem# He stated that 
Colonel P.UWET had become aware of SUBJECT'S condition and suggested 
that something be done about it# As a result, on 2t* November 1553# 
Colonel P.UWET, LASH3P.CCK and the SUBJECT cane to Kew York to consult 
with Dr. HAROLD A. ASttr.SOU who has offices at 133 Hast 5c th Street# 

Hew York City, and who resides at U7 Hew Street, Cold Sorir.r Harbor, 

Long Island, Kew York. The three consulted with Dr. ASEAKSOH on 2h 
and 25 Kovenber 1553 and on the night of 25 !!ovemb or three went 

to the Hotel Sutler with the intention of departing for Washington, 
D.C# f at about 7:30 a •:%, 26 Tovenber. At about 5*30 a#r.*, Colonel 
RUWET and LASIISEQCK arose and were unable to find the SUBJECT. They 
proceeded to the lobby of the hotel and found SUBJECT there. The 
SUBJECT told them that he had been "wandering around for a while." 
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Bo also told them that he had tom up vhat paper money he had and 
various papers in his wallet. He also indicated that he then threw 
the vallet away. He was unable to indicate where he had discarded 
the above articles. Colonel EUV7BT , Hr. LA5KEP.0CK and the SUBJECT 
returned to Washington, D.C. , on tne morning of the 26th. The SUB- 
JECT'S condition was such that it was considered advisable that they 
return to Uew York immediately for further consultation with Dr. 
ABSUC-SOU. Colonel PAT.iET remained in Washington and LA3HEECCK and the 
SUBJECT returned to Xew York, arriving at La Cuardia Airport at about 
2*00 p.m. They proceeded by taxi to Dr. AEPXlSCt's residence, 

JiTilsw Stroet, Hun t ingt on, Long Island, arriving there at about 
htOO p.m. After about a or. e- hour consultation, LASHE?.0CK and the 
SUBJECT went to the Anchoraze Guest House at Cold Spring Harbor where 
they remained ovemizht. At about 8*13 a.n. on 27 November 1953* 

DT. ASRAU.SCU net LAS:2?.CCX and the SUBJECT at the Anchorage Guest 
Bouse and drove then to Dr. AElAI-SCSl's !!ew York office at 133 East 
58th Street. There was a further conference in which all three 
participated and it was Dr. AERAI-SCMs sur rest ion that the SUBJECT 
fo to a hospital for treatment. LASHBEOCK. stated that SUBJECT 
indicated that this was agreeable to him. Dr. AB7JU.5CU then contact- 
ed the Chestnut Lodge at Rockville, Maryland, and made arrejigements 
for the SUBJECT, accompanied by LASHEP.OCK, to be there at noon on 
2t November 1953* The Chestnut Lodre was decided upon after tele- 
phonic discussion between Dr. AEPJJ.SCT! and Dr. GOTTLIEB. LASKSRCCK 
identified Dr. GOTTLIEB as Dr. SID GOTTLIEB, his (LASKSF.GCK's) super- 
visor. After the conference and on tne afternoon ox* 27 November 1553# 
ULSHBEGOK and the SUBJECT returned to the Hotel Statler and checked 
lxu They watched television for a while and then went to the hotel 
cocktail lounge where each had two martinis. They later had dinner in 
the hotel's main dining room. LASKSECCX stated that no other alcoholic 
beverages were consumed by either of them. LASEEROCX stated that at 
this time, the SUBJECT appeared cheerful and in a considerably better 
mood. Shortly before 10:00 p.m., the SUBJECT telephoned his wife* 

Be stated that the SUBJECT appeared reluctant to discuss his condition 
with his wife. LASHSROGK added that the SUBJECT'S wife had had 
psychiatric care early this year. At about 10:00 p.m., the SUBJECT 
and LASKBHCCK returned to their room. They had Room .<$1018 which con- 
tained twin beds. LA3KEHCCE stated that shortly after 10*00 p.m. 
he called Colonel RIE/E? who agreed to meet them at the plane arrival 
at Washington at about 9*30 a.m. f 28 November 1953- LASHBPjOOK and 
the SUBJECT watched television in their room until about 11:00 p.m. 
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XASKER00K stated that the SUBJECT renarked that he felt more relaxed 
than he had for a Ions? tine* Both then vent to bed and LASHEECCK 
fell asleep. LASHER OCX stated that recalling that the SUBJECT had 
•disappeared” the day before, he, LA5K2BCCK, took the bed nearest 
the door* LASKEECCK stated that he vas unable to fix ths time 
definitely but that about 2t30 a.m. he heard a loud crash of glass* 

Be said that the SUBJECT had Jumped through the vindow shade and the - 
glass and landed on the sidavalk of Seventh Avenue, across the street 
from Pennsylvania Station* He repeated that his estimate of the time 
vas not accurate and that "that time may be way off*" He stated that 
he immediately, and before r?portinr to anyone else, tel eohon leal ly 
contacted his superior, Dr. GOTTLIEB, at his homo, telephone YXSEU 
(Virginia) l?.«li, and told him vhat had happened. H9 then reported the 
incident to the hotel telephone operator* LA5H2R0CK said that immediate* 
ly afterward he called Dr. AEEAi5C!I who "wanted to be kept out of the 
thing completely* • Shortly afterward, some uniformed police officers 
and hotel employees came to his room. LASrZHF.CCIC stated that he did 
not obtain their names. He told the policp at that time that he did 
not know why the SUBJECT had jumped and indicated to them that he 
knew the SUBJECT suffered from ulcers. The unifomed police made a 
search of the room and found no papers belonging to the SUBJECT, with 
one exception* LASHEECCK said that this vas a letter to the SUBJECT 
from the Veterans Administration concerning a lapsed Insurance policy* 
This vas in LASKrECOK's suitcase* Ke explained that on Thursday night, 
the 26th, the SUBJECT had thrown the letter into a waste paper basket 
and LASHEROCK had retrieved it. While the police vero in the room, 

Vt. ABRAKSGK called back and indicated that he had changed his mind 
about wanting to be "left out completely," and would assist* LASHEROOK 
Stated that no one exhibited any curiosity about tills call* He stated 
that he observed that durinc the first call to Dr. ASHAMSOM the 
doctor's voice vas loud and clear* During the second call, he could 
not hear the ddetor very veil and speculated on ths possibility of a 
tapped wire* Rollowine a search of the room by the police, LASHEROOK 
was requested to ro to tne police station house at 138 West 30th Street 
to Identify the boty. At the station house, he vas interviewed by 
Detectives WARD and KUU.ES of the liith Detective Squad* The detective 
asked him -to turn out his pockets. LASKEKCCK stated that among his 
papers there v;rs airline tickets for the trips that ha and the SUB* 

JBCT had taksn within the past few days and a receipt on olain white 
paper for $115.00 dated 25 November 1953 and signed by jok; KULHOLLAND. 
The receipt indicated "Advance for Travel to Chicago." There was also 
a post card with Colonel HU. .'EX' s address appearing as follows s "Vir.ce 
Ituwet, 100U Hosemont Avenue, phone Monument 3-3li69*" LASHEROOK said 
that his papers included some hotel bills and also a paper with the 


» * 
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address of the Qiestnut Lo&e in Rockville, Maryland. This latter 
paper was retained by Detectives WARD and KULL25* Among LASKBROOK* s 
papers exanined by the detectives, there was one which contained 
Ik*. ABRJttSCii's office and hone addresses and telephone numbers* 

\\ 

i 

4 


LASKBROOK stated that this information was' cooled by Detectives 
WARD and rtULLES and they asked him who G.U., SOB. and J.M. were. He 
indicated that he preferred not to identify then because of security 
reasons and the natter was pressed no further by the detectives* 

LASHBP.OOK identified G.V. to tho reporting agent as another 
«OY»fnm*nt official. , H® 

told that M.H. 

LASHBROOK identified J.lt. as - „ . . . 

Daring tho interview by the detectives, LASHERCOK stated that he 
told than he was employed by the Department of Defense and exhibited 
his AGO card for identification. He said that the police requested no 
details concerning his superior or office location and that he 
volunteered none. He gave the detectives his California home address * 
111$ Montrose, South Pasadena, which is where his parents reside, and 
his Washington, D.C*, address. Apt. 109, 1833 Hew Hanp3hiro H.V. 

LASKBROOK stated that he told the detectives that the SU3JSCT was 
alloyed at Camp Die trick, Frederick, Maryland, that Colonel VTICZI.T 
RUVET was the person tnore to be notified and that the SUBJECT came 
to Hew York with the knowledge of Colonel P.IT.CT and SUBJECT'S wife* 
LASKBROOK stated that he cave no details of SUBJECT'S employment at 
Chap Die trick. He indicated to the police that he, LASKBROOK, was 
stationed in Washington, D.C. LASKBROOK Stated that the detectives 
indicated that he had been somewhat uncooperative when questioned by 
the police In his room at the hotel. LASKBROOK said that he explained 
to the detectives that because of the nature of SUBJECT'S illness he 
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va^ reluctant to discuss it before so man7 people# He indicated to the 
detectives that he cans to Hew York with the SUBJECT to see Dr# 

ABRAMSCU and tint ths SUBJECT was seeing Dr# KSTX'SCS baca use of mental 
Illness# LAS:i3?.0CK told the detectives that he was. to accompany Ihe.: 
SUBJECT to Chestnut Lodce at Rockville, Maryland. LASK3H0CK stated";, 
that the detectives tnen examined his wallet# The wallet contained'* -• 
hie AGO pass, 3*95652, and an Amy Chemical Center pass, ?C750# The 
wallet also contained a snail slip of paper with about thirty unrelated 
letters of the alphabet# LASKSE00K explained to the reporting agent 
that this wa 3 a coded safe combination# He stated that the police 
passed right over these pacers and did not copy then# The wallet also 
contained Agency pass 7>2hli with Serial ?Cll6832lC29« This pass 
indicated "If found return to Box 1925, Vashington, D.C#" This 
pass was not questioned by the detectives and not identified or 
explained by LASH BROCK# He indicated also that he advisod the 
Police Denartn^nt that he, LA3HBRGGX, shared his aaartmnt In Washing- 
ton, D.C., with ED./EJ SPC&EL# At the conclusion of the interview 
by the detectives, all papers were returned to LASvSRGCX and they 
assured him that there would be no publicity emanating from the Police 
Departnent regarding tho incident# They requested that between the 
hours of 9*00 a.m# and 12*00 noon on 28 November 1953, LA32 :E?jOOK 
identify SUBJECT'S bocfy at the Morgue, Bellevue Hospital, 29th Street 
and First Avenue, Mew York City# They further indicated that there 
would not be any further need to question him# 


The interview was concluded at about 9*30 a#n# and reporting 
agent advisod LASKBRCOK that he would contact him at the Statler Hotel 
when LASH BROOK returned from the 3ellovue Morgue# 


At about 12*30 ?#ru, reporting agent and LASHBROOK mot at 
the Hotel Statler# LASK2E00K advised that he had aade the official 
identification of SUBJECT'S body and that funeral arrangements would 
be made by Colonel RIVET or tho SUBJECT'S wife# Reporting agent re- 
mained with LASH&CGK until 5*00 p.st# LASKBRCGX made a number of 
phone calls during tho afternoon and other than exhibiting fatigue, 
appeared completely composed# Hs advised that pursuant to instructions 
received from Dr# GOTTLIEB he was to meet with Ik*# ABRAMSON at 
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it 5*00 p.m. , Azent WALTER P.T. , Jr. * mot reporting agent 
and "ROBERT LA5H33GCK at Pennsylvania^Station at New York City* Pursuant 
to instructions, Agent WALTER P.T* accompanied LA3Kr?.0CK throughout 
the evening and reporting agent departed. LASH FROCK indicated that 
ho vould like to take a walk and go to a movie until his 9:15 p.m. 
appointment. After seeing "Cease Fire" at the Criterion (Uith Street 
and Broadway) and dinner at Me Ginnis's Restaurant (L6th Street and 
Broadway), LASEERXOX and Agent WALT23 P.T. walked to 133 Hast 156th 
Street, Mew York, -I. I*, arriving there at about 9*15 p.m. Upon 
arriving there, they proceeded to Room 310* LA5HEB0CK indicated that 
ho preferred to have im a-ent wait in the reception room while he 
•poke to Dr. ABRAMSON. LASKEEOCK introduced the agent to Dr. ABRAMSON 
without the use of the agent* s name and indicated that ha was a friend 
accompanying him in an advisory capacity, Vnile remaininv in the 
outer office, A*r*nt '.‘ALT':?. P.T. overheard a portion of the conversa- 
tion between LASK3RGCK and Dr. ABRAMSON. This conversation is surnarized 
as follows* 

Upon closing the door, Dr. AERXSON and LA3KERGCK started a 
discussion r via tiny to security. Dr. ABRAMSON was heard to comment 
to LASHBROCK that he was worried about him. US.-22CCK then stated 
that he thought it would be best if ho dictated to Dr. ABRAMSON* 

Prior to his dictation, they listened to portions of* a conversation 
which had been recorded. Although names were not mentioned, it is 
believed that the recording represented an interview between a 
physician or psychiatrist and the SUBJECT. Following this, LASIiSROCK 
Started to dictate to Dr. ABEAKSGU concerning the SUBJECT# This 
related to lASKEP.COK* s observations of SUBJECT'S behaviour prior to 
SUBJECT'S demise. LA3KBRG0K told Dr. A2RA:.5CN that SUBJECT had told 
him that as far back as Kirch 1953 SUBJECT'S wife had suggested that 
SUBJECT sea a doctor because of his depressed condition. LA3K5R0CK 
further stated that it was his impression that SUBJECT had delusions 
end was suffering from guilt and persecution corolexss. LA3K3R0CK 
mentioned that SUBJECT thought he was stealing money from the govern- 
ment. LA3H3R0CK also indicated to Dr. ASEAKSGI that SUBJECT had told 
him that he thought the agency group was putting benzedrine in his 
coffee to keep him awake. Toward the dose of his dictation, LASKEROOK 
Indicated that he had had dinner at the hotel with the SUBJECT at 
whleh time the SUBJECT had said to hin, "I haven't felt better for a 
long time." Several times during ULSHBROCK's dictation, the dictation 
was interrupted and he and Dr. ABRAMSON listened to portions of 
the tape recording. 
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Agent WALT'S P.T. heard LASKEP.OOX and Dr. ASRAKSaf leave the 
room closest to the outside office and enter anothor roan. At this 
point* LASH IF.COK and Dr. AE3AMS&I were apparently ha vine a drink. Dr. 
ABRAKSOII was heard to ronark to LA5HEH0CK that ha was "worried as to 
whether or not the doal was in jeopardy" and that he thought "that 
the operation was darrrerous and that the whole deal should be re* 
analyzed." LA3HEP.CCX and Dr. ABEAt'-SCW rejoined Ae-snt WALTER P.T. in 
the outer office at about 10i30 p.n. Dr. AEPAMSC*; accompanied IASH- 
BR00K and the agent to the street. Cn the way down, Dr. AEP.AMSO!: 
spoke to LA3HEECC K using medical tons which LA3KSECCX apparently - — 

understood quits well. A^*nt WALTER P.T. got the impression that 
LASH2R0CK is a doctor or scientist*- 


Agent WALTER P.T. and LA3K2P0CK took a taxi from 56th Street 
and Park Avenue to Pennsylvania Station where LA3HEP.G0K boarded the 
12sl0 a.ru train for ••asnington, D.C., at 11:00 p.n. 


On 2 December 1953, Agent J0HI1 D.P. obtained Certificate of 
Death relating to the SUBJECT from the New York City Department of 
Health, Bureau of Records and Statistics. This certificate is attached 
and marked Exhibit A. 


On 2 Decnbar 1953, Agent JEP.HMLAH J.M. examined "WHO 1 3 
IMPORTANT El !5SDia:r2," Second Edition, 1952, at the Hew York publiq 
Library, U2nd Street and Fifth Avenue. This book contained the 
following information about Dr. HAROLD AERAKSCNt 

•ABRAMSON, Harold Alexander, Physician; bom November 27, 

1899, Hew York, N.Y.; son of ?. Samuel and M. Hose (Richard) Abramson; 
educated at Columbia Univ. , AS 1920, KD 1923; married Barbara Howland 
3nlth, June 26, 1933; Children * Alexandra Howland, Harold- Alexander, 
Barbara Howland, Howland Wilson. Staged in the practice of Medicine 
since 1925* national ^search Council Fellow, JCaisar Wilhelm Institute 
for Phys.'Chenistry and Electrochemistry, Berlin, 1926-27. Instructor 
in Medicine, John Hopkins University, 1929-31* Associate in bacteriology 
and Ihcnunology, Cornell University, 193?u— 35. Assistant Professor of 
Physiology, Columbia University, since 1935. Associate Physician and 
Chief of Allergy Clinic, Kt. Sinai Hospital. Discovered and developed 
electrophoretic and ultracentrifugal isolation of molecules causing hay 
fever; elec, cnarge of blood cells; electrolhoretic (sic) skin tests 
) and therapy with pollen extracts; mechanism of allergic skin reactions, 

/ nature of ionizing groups of protein surfaces. Initiated (19U2) and 
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directed penicillin aerosol therapy for lungs for Tech* Div., Chem. 

War Service, World Mar II. Assistant Chief and Chief, Defense Materiel, 
fellow* N.Y. Academy of Medicine; American College of Allergists 
(Pres. 1951-52). Member* Ar.orican Assn, for Advancement of Science; 
American Academy of Allergy; American Psychosomatic Society* !I.Y. 
Academy of Science; M.x. Allergy Society t?rw. 1951-52); American 
Society of Certified Allergists; American Society of Biological 
Chemists; M.T. County Medical Society; Society for Experimental 
Biol, and Med. ; Society for Investigative Derma tolory; Alpha Cmega 
Alpha; Epsilon Chi; Member, Board of XrjLStees, Biology Lab., Cold 
Spring Harbor, L. I. Awarded Meyerhof Prize, Columbia Medical College, 
1921; Stevens Triennial Prize, Col. Ihiv. , 1935; Legion of Merit, 
World V/ar II. Member of Editorial Hoard* Annals of Allergy; Psycho- 
somatic Medicine; Archives of Allergy and Immunology. Lt.-Col. , Med. 
Corps Res. (inactive). Res* Cold Spring Harbor, M.Y. Offs 133 East 

58 st., j:.t. 22 , m.y." 


The MEDICAL DIRECTORY 0? ME .1 YORK STATE, 7blumo SLIV, 1951, 
published by the Medical Society of the State of Mew York, 292 Madison 
Avenue, Mew York, M. Y., indicates that Dr. ASRAKSGI's practice is 
limited to Isnunolo*y and Alcrgy. 


On 2 December 1953, Agent JAMES J.KcC. contacted Detectives 
JAKES WARD and DAVID MULL YE at the lbth Police Precinct, 138 V/ost 30th 
Street, Mew York City. Detective MTJLD made available the complaint 
report in SUBJECTS case which indicated the date and tine as 28 Movember 
1953 at 3s 50 a.m. The case number was 12512U and the crime DOA (Death 
on Arrival). The place of occurence wa3 noted to be the Hotel Statler, 
Room 1016 a, 33rd Street and Sevmth Avenue, and the case was handled by 
Detective JAKES :URD, lbth Squad. 


j 


The details as reported by complainant Patrolman GUA5TSF3ST2, 
^Shield #11626, described the SUBJECT as "unknown, H-a- 12- 5' 10 "-1 70 lbs.- 
blue eyes- blonde hair-par tly bald-wearing white underwear. Registered 
in hotel under name of FRAMK _____ of Route #5# Frederick, Kd. 

Jusped or fell through window in room at place of occurence and pro- 
nounced DCA by Dr. DY10SIM0 of St. Vincent's Hospital. Deceased found 
by Assistant Manager FITZGERALD of Statler Hotel. Body to station house." 
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Report of Investigating Officer dated 11/28/53 stated that 
the investigation was being conducted and that in view of the facts 
set forth it was requested that the case remain active* 


A supplsr.entary complaint report concerning the case indicated 
that the crime or offense reported was now listed as DCA (Suicide)* The 
status of the case was indicated as Closed XR (with written report)* 


The report of the investigation datad 30 November 1953 reflected 
the followings 

•SU2J2CT-KS: IN V2STIG ATIGI CONDUCTED, ID^TITY OF DECEASED, 

gauss of death and disposition of sody* 

1* Upon bsine notified of this occurcr.ce, immediately visited 
place of occurence, Statlsr Hotel, whore a thorough investigation was 
conducted* At this tine, it was disclosed that the deceased had registered 
In Rbu rlOltA on November 26, 1953, under the name of FRANK R. a 

Frederick, Hd*, with another person naned RC^JSZ LASrZECCK, Washing ten, 
D.C*, Apt* 109, who identified himself a3 a consultant chemist employed 
by the VCar Department, Defense Bureau, Adjutant 1 * General's Office, 
Washington, D.C., under Serial ;/Cll6e32l£29 -Iso had picture on card 
with number Z2lih* LAcHEROOK at this tine disclosed that the d3ceased 
was one FRAI.TC R. , Camp Detrick, Frederic!, Maryland, a bacteriol- 

ogist, employed by taa sane branch of the gevernnent as he (LASHHRCCK)* 

Ee further seated that the deceased with himself and a Colonel VINCENT 
RUW2T, attached to Carqp Detrick, Frederick, ll d., cane to Lev York City 
on November 2b, 1953* for the purpose of having lae deceased examined 
by a Dr. HAT.CLD ASPJJISON, 133 E. 5Cth St*, IJ.Y.C. (PL >6338), as he 
was suffering from a mental ailment* They remained in !!*Y*C. until the 
morning of November 26, 1953* registered at the fcitler Hotel, during 
which time the deceased was examined by the doettr on two occassions 
and on the morning of November 26, 1953# LASHSRCDT, with the deceased, 
returned to Few York. City and registered in the Sutler Hotel. They 
again visited the aforementioned doctor and as a result of this visit 
the deceased was advised to enter a sanitarium as he was suffering fron 
severe psychosis and illusions* At this tine, aaraimnents were made 
for the deceased to enter the Chestnut Lodge, Kodtviii'o, Hd. , under 
the supervision of a Dr* FCRT. On the eveninr of November 27, 1953, 
the deceased in the company of LASHEP.CCK had dinner in the Cafe Rouge 
of the Statler Hotel and returned to their room rfJ approximately 9:30 p.m* 
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looked at television for approximately 1 hour and then proceeded to go 
to sleep* At approximately 3*20 a*n* on l!ov«-.bar 26, 1*$33# LA3KZRC0K 
stated that he heard a crash of glass vnlcn awakened hin and upon 
turning on the light he observed that the deceased was not in his bed 
and that the window of the room leading out to 7ta Avenue was broken* 

Be then called the operator of the hotel and at this time he learned 
that ______ had Jumped out of the window* 

•2* The assigned immediately chocked on the above facts re- 
lated by LASE2P.CCK and they were verified by Dr. HAROLD AE-U.SCU and 
Colonel VTJCJM H1T.CT* * . .* * . ’ % 

•3* to the importances of the positions hold by the 
deceased and LASiiZP.CCK with the U.S. Government, the facts In this case 
were related to ?•£•!• Agent GITRG2 DAL2! (by telephone)* 

•L* On Uovrnbar 26, 1953# autopsy performed on boefcr of deceased 
by Assistant Medical Examiner DI MAIO and as a result of same it was 
disclosed that death resulted from multiple fractures* 

*5* On Uovenber 26, 1953, body of ths deceased claimed by 
his wife ALICE and delivered by Frank £• Campbell , undertakers, 1076 
Madison Ava. , under removal J£7# for burial* CASS CLOSED. " 


This report was submitted and signed by Detective JA1SS V* 
WARD# Shield e'3J6# Hith Squad* 


Befori reviewing the report. Detective IU7TD MULLS, who 
had reported to duty on the evening shift a little earlier than 
Detective WARD, engaged in conversation with Agent JAM S3 J. KcC. 

When KULLD2 was contacted and advised that the arent was interested 
In obtaining the report concerning SUBJECT'S cass, MULLS advised 
that he was Detective WARD'S partner on the case* He stated that 
WARD was responsible for the report and he personally discussed the 
case and said that EC EE?.? USHSP.CCK, who was with the SUBJECT, had 
been quite uncooperative and he and Detective WARD had to bring LASH- 
BROOK to the station house before he would answer other questions* 
Detective IZULLZ3 said that they were first vary suspicious that LASH* 
BROOK and the 5uEJEC? night have been engaged in some homosexual affair 
and also ware mullin'! over in their minds the possibility that the case 
was actually a honocide. He further stated that they were considering 


/ 
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the po* sibil it-/ that SUBJECT and IASHEPjDCK were involved in son® c omit tee 
hearing for thsy wers aware that San. Me Carthy' s Comittaa was in town 
around this time. Ha stated th*t ths casa of DUGGAii of the Stata De- 
partment cane to mind and as a result they called the FBI to sea wheth** 
or not they knew anythin* about either LXSr.z3.0CK or the SUBJECT. About 
this tint, Detective JAMES ’.VJ.D appeared and he mors or lass confirmed 
what Detective MVLLSf had said. Ha advised that LASKBEOCX was un- 
cooperative and it was "like pulling taath to gat anything out of him." 

Ha said that tho 7 secured Dr. AEH.ESC'I's nano from the hotel operator 
who apparently had intercepted LAEHEUCCK's call to Dr. ABBAMSC" and 
ha continued by statin? that ha could not believe anythin? could be so 
accretive that LA3K/7.0CK would have bean justified in being so un- 
cooperative. He advised that he had been in touch with an F.E.I. arent 
(vhon Detective IX’LLEE thought wa3 named lie SHAME) whom he. Detective 
HARD, did not identify, and who was equally unbslievin* and .had expressed 
the opinion that he did not know of any government work so confidential 
as to justify a lack of cooperation with police officials. 

After this discussion. Detect! vo V7A?.D made available report 
•et forth above and wnen tae report was returned to him, in answer to 
a query as to wnsthor the FBI was still interested in the case he 
stated that he believed they were doing further checking into the 
background of LASKSXCOX. 

Detectives HARD and H’JLLEE advised tnat the SUBJECT'S case 
had been given little publicity but this was not because tho reporters 
vers not interested in the case at the time that it happened, but 
rather that none of ths more important Hew York newspapers have been 

C bllshed since the incident occurred. They said that reporters had 
en around the station house trying to get details on the story on 
the day it happened but advised coat after twenty-four hours news stories 
lose their value. 

Detectives V .«A?.D and MULLED were fully cooperative and advised 
that they would be willing to give further help if it were desired. 


d 
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h December 1953 


Memorandum for: 


Subject: 


1. I understand that in connection with the submission of 
a claim to the bureau of Frployees Ccrrpcr.sation, you wish a report on 
the events prior to the death of Kr. Olson froa ne. The following is 
submitted for your records. 

2. I saw Mr. Olcon in the cprapany of Dr. lashbroofc and - 
Colonel Ruvct in ry office in New York City, 133 L'ast 5^th Street. I 
understool that he had been agitated for scr.e tire ar.d that he had been 
risking nt a tenants vhich arnea rod. to be confused. I vas ashed to rn‘.;e 
further observations so that proper treatment for Mr. Olson could be 
Instituted for Kr. Olson if any treatment was considered necessary. 

• v • 

3. On Tuesday , 24 November 1953 1 conversations were begun 
vhich centered minly on our earlier reelings during the vnr in 1944 
aod If'fJ. Mjr.y older interests were recalled. Va discussed ccretruc- 
tion of gsa racks, filtration problems, our attitudes towards rntusl 
friends, ar.l rajy thinrs vhich verc r.ost pertinent at that tir»e. Our 
conversation at this point vas on a social level in which the patient 
had, contrary to his later attitudes, an excellent; feeling arul memory 
for people, events and realistic esnocto of these people and events. 

He did show that he vac under strain by his nvnnerisms but at r.o tire 
during his pr.ir.ory conversation did he appear to be definitely out of 
touch vith reality. Dr. Lnshbrook and Colonel Ruuet left the office 
and I spent about one hour alone with Mr. Olcoa. As soon as these 

jjentlem.cn left, he shewed greater anxiety about his sense of inadequacy 
.with particular reference to the scientific performance of his duties. 

He vas ob$csse<L w itt* the idea that hln memory vaa poor, that his work 

vas inadequate, ar.d that he vas failing to live up to expectations of 

his family ar.d friends. He mentions! that he vas dishonest because he 
had been retired from the Airy for 43 ulcer and sheved a certain encunt 
Of unrealistic but nevertheless anticipated guilt feelings about taking 
retirement pay. x attempted to confirm vhat I had heard that an experi- 
ments had been performed especially to trap hi* the preceding week but 
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ho emphasized that hit present problem did not lay in that area and that 
hit problem was his own ability to live vp to his owr. concent of what hia 
perforr/nce of his duties should be and hla Inability to attain the per- 
fections necessitated by the needs of his work. He, himself, pointed out 
that when he was ashed to take over r.ore responsibility and. heed up a di- 
vision he refused and vent into a state of panic feeling that he could 
hardly, with his arm growing feelings of inadequacy in his work, take over 
■ore responsibility. 

fc# That evening, in order to keep in contact with him and to 
accumulate more date, 1 vent to the hotel and spent fro* 10:30 to 11:30 
vith Ur. Olcon, Dr. Lashbrock and Colonel Fuvet. Again, Mr. 01f.cn ap- 
peared to maintain an excellent relationship with all of us. Although 
apprehensive he apparently was much calr.cT and after a strictly social 
dlGcucsion said as I left, "You know, I feel a lot better. Ti ls is what 
X have been needing." 

5* The next day Mr. Oleon spent an hour with ne in which he 
again appeared agitated. There vns repeated discussion of hia concern 
vith the quality of his work, his guilt cn being retired fro* the Arry 
for an ulcer, r.nd his release of classified inforrsatlon. He said that 
he had hod these feelings for a very lory tir.e and that they had net 
started the week before when he participated in on experiment and that, 
indeed, in fturch of 1953 his wife thought that he vc3 so depressed and 
agitated that rhe thought that he should see a doctor. He ee.id that 
he had been sleeping poorly since March of 1953 end asroilfied his diffi- 
culties with regard to poor i.u.— .ory nnd poor work. However, I could not 
harmonize vhat he said about his Job performance vith the attitude of his 
superiors eir.ee he had teen offered a division. Kor did this check vith 
repeated questioning of past events. I again attempted to ret further 
information ir regard to his feelings of persecution but st/no tir.e did 
he speak of anyone but vith the highest regard for both friends and 
fondly. He stated explicitly that he wished to go back hene and that 
orrangccents had teen node. I eav no way in which this could be pre- 
vented but plans were made for his return and further discussion. 

6< I understand that on his way hone be became agitated, very 
confused; and insisted on coming back totsee re. He arrived in ry Hunt- 
ington office about four o'clock and this tine the pent-up feelings which 
he hod successfully hidden burst out in the greatest detail. The patient 
explicitly stated that he had long felt that his inability to sleep was 
connected with his belief that the CIA group had been putting something 
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like benzedrine in hie coffee at night to keep him awake; that he had 
beard voices the night before tellir- bin to throw evey hie vallot. Kle 
history now crystallized into a definite fom if ve accept vhat he said 
thdt he bed been delusional at least fer weeks, probably norths, but that 
he had been able to opera it fairly veil except in certain crises such as 
being offered more responsibility in taking oyer the division# 

7* The dirgr.oois w?s quite clear of a psychotic state 
vhich seen*! to have been crystallized by an experiment in which Kr. 

Olson participated the crecedicg week, apparently on a Thursday# He 
felt that his feelings during the experiment were like those of heir# over- 
whelmed by a r.ount.ain very much the same as he felt when he had to take ~ 
over a new responsibility# Since the experiment he felt that ho was not 
able to deal with his work as veil as he had before an l although he per- 
sonally considered the experiment to be unrelated to hie basic problem 
he bar. nevertheless felt worse since, and that she experiment sight have 
intensified many of his problems. 

8# With this inforrntion I reccrrcricd hospitalization at 
once e.rd cn Fric'vy morning, Uovorber Z f, |*r. Olsen, Dr. Lashbror/.;, and 
X discussed In sowe detail the choica of Ucspiiil* Hr. Olson thought 
that he vould like to be rear homo and for this reef on a mental institu- 
tion rear V>.jhinston was chosen nrd e rcon was reserved# Jhe hcrnltiu 
could not take Mr# Olson that cloy and arrangeneata were made for hospitali- 
zation the next corning# 


co;:cT.vsio:f . 


Hr. Olsen ves in a psychotic state wien hospitalization was 
decided upon wi th delusions of persecution. T:**re are two aspects in 
regard to the relationship to the work in which he was ergeced. It is 
veil known that it in an occupational bar aid to rental stability to be 
doing the type of work connected with his duties. Guilt feelings are 
veil known to occur to a greater or less extent** Superir.nosed on these 
guilt feelings vhich nre cortnirdy an occupational hazard’ is hio parti- 
cipation in an experiment wherein he felt that zany of his fcclirgs be- 
came oven.*;iciring. It is well known that rary .truss produce this%ffect# 
Tor example, I have hed a patient of mine receitly attempt suicide after 
taking one capsule of rerbut&l • A capsule of Hcr-butal contains or.e and 
one-half grains. Tills is a therapeutic dose vticfc is taken by thousands 


3 
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of peoplo daily yet this patient's personality structure vet to oriented 
that one dote of this rate rid taken by thousands of people daily vet 
sufficient to have her retch for the box which she did. Fortunately, 
her husband vet present anl caused her to vomit up the capsules. 'It Is 
certainly conceivable and certainly cannot be excluded that Mr. Olson's 
participation in an experlf^ent in which a dm* vas administered co«ild 
in Just the son* way precipitate a crisis which would upset the mental/ 
processes so that disorientation and the Jack of nental functioning night 
be produced with the results readily observed. In this connection it has 
been ry experience that certain individuals who, in an experimental situs* 
tion may be civen no drug whatsoever, yet show crest symptoms of anxiety 
and confusion. 






Harold A. Abrtasoo, M. D. 
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KaXPJJ.’W. TOi Chief, Invcatijatlvn Division 

S0DJ3CT « OLSCt!, Prsnfc 

Ho. 73317 - S.I. 


1. Reference lo mde to our telephonic conversations on 
2 and 3 Dscaniwr 1553 concerning Jr. iiAi .OLD A* 


2. Rof ircnco is also nada to Jtonort ditod 1 J 

1953* Caao !!o. 7)01 30. It will b* not or! that this ruort indto 
that ?r. A2T.Vi *3C! van int:rvic*.nd by .trout of this of flea 

22 Kay 1J.O. A cirtificiio In IV • ALlt iiC.^a office indicated 
ho via an allar-ist. Tho report furtmr indicated that Dr* Alili 
was cn^.fod in psychiatric r:s:arch trn officacyof a n 

dnig undar a rrr.nt by son 2 foundation in ••aohir.-ton, D.C. This 
port further indicatas that jr« 


? a psychia 


had bain hirad ty-Dc# A .Vi SCI for ;;crh on this r smirch pro dan 
Dr. 7SSZ&5C: ad vis -ad A-ent IL'.F? that Hr. is an all or. 
who is in chare* of a serins of- psychiatric expariaants# 


no 

tas 

on 

that 

SOU 

ra- 

ridt, 

• 

1st 


3< Reference ia mds to our OCC report In Subject Caso 
dated 3 Dec eeber 1~»3» Cn oayea 7 ar.d c of this report there Appears 
extensive InCor ution concemin- Dr. M-?JJ SC!J'3 professional ouaiifi- 
CAtio-13. ?hia infoemtion indicates that Dr. A3>A".3C! limits his 
practice to ill erry -end iemnoloyy. It is to co noted that Dr. .\rr;:SC!i 
i. a aonbur of the American Psychosomatic Society and a nenber of tho 
Editorial Eosrd of "Psychosomatic /.calcine," Tho above information 
ms taken from ".ao's Inportint in Jhedieinc," Second Edition, 1552. 

Two rcputr.clo physicians consulted cy thi uncorsimod advised tnat 
this is an unofficial publication and -.hut Information ccr.tair.od thar*. 
iA is supplied by tho doctor lie tod in reach tho g.vio T.unn tr *13 "Who* 3 
ISio. 11 To this oxtont, it may therefor* bo conaidorod as in ten naturo 
of s salf-sirvir.c declaration. In this connection, it nan pointed out 
by tho t^o physicians consult oil by tu* unda rsipnod that if Un doctor 
in question had for-ul or substantial psychiatric training, ha would 



* * -m * 

I * . ^ a 

UrOfttfATlO: 


j iOffTBPK'l 
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hive listed it* There is no indication tfr.t !b% tHlV'.SCtf has ever 
hold himself oat as a psychiatrist. 

li. On 3 December If 53, ALE TIT A. Bl'CiSCU, Tew York Stats 
Education I^sartmjnt, Division of VTOfecsicnal Laws ahforcraer.t, 
advised chit any licensed physiciin any practice psychiatry vitaout 
additional lie vising iis stated, hc.nvjr, that it is usual for 
physicians who practice psycr.iatry to have some extra f or tal training 
in the fi?ld and to bo ortifisd t y sou orgenizntio n such ns tha 
American Psychiatric Association or the American Loard of Medical 
Specialists* 

5# On 3 December If >3, two repitable physicians consulted 
by the undarsiz-ned advised that psychosomatic .medicine relates to 
that nodical th eory which hoi da that cone illnesses way bo of psycho- 
gonlc or* yin* They indicated that nsychosonalic rtedicino is not a 
nodical specialty in itself such rs cardiclc-y, is: unolo'-y vid 
allorry, etc* They indicated that to so-.e extent the psychosomatic 
approach is used by all physicians In U»o ‘trsatosit of their patients* 

6* On 3 December If 53, a telephone call under suitable 
pretext van rftda to the American Jkrychoaoaitic Society, ISLdcrado 5-27??, 
551 Madison Avir.ue, Tew York, Y. A woman who did hot idmtify 
herself advised thus formal psychiatric trainin'* was not a ore- 
roqulsito for membership in the American Psychosomatic Society, She 
indicated that thi n jmh ersh.vp r ;pr:jr. v.ved oil brai;c.i ;S of medicine 
with a good proportion of psychiatrists and internists* 


CIA Officer 


Special Agent in Chargo 



so mote rr jut cocjsceii 


0 * ' 


Ky nara it Tlncent L. &uvst, a It* Colonel la ths Cheolcal Corps* 

At tho tioe of ths death of Dr. Frank B* Olsca X was assigned as Chisf 
of Special Opsratloas Division la which dlTieion Dr. Olcoa was a Branch 
Chief* 

X first os t Dr* Olson on ths 1st of July, 1951* on which data X re- 
ported to ths Dlrlslon • Fro* July* 1951* to Janus 17 « 1952, vs were In 
intlsAts contact professionally and on eospnrabls levels professionally, 
that is, X was Assistant to ths Division Chief and ho was a Branch Chi of. 
Also during that tins vs bceaco very friendly socially and X saw a Great 
deal of hla and his fanlly both at his hone and they at ny hoes* 

Xn January, 1952, X loft the Dlrioloa to undertake tho duties of £xe- 
entire Offlcor of the Fost at which tins ay daily professional contact 
was core United but X did work with hla on a liaison basir, particularly, 
with reftrtaoo to ratters pertaining to tho.alseloa of 80 Division* Sub* 
sequent to that tine la August, 1952, X btcaao ths Assistant Deputy Director 
of ths Biological Laboratories and ry relations with tho deceased continued 
oa about the sees level* Hiring thlo period we continued our social friend- 
ship on a rosy doss snd lntlcato basis* 

. In Juno, 1952, X was assigned as Acting Division Chief of 80 Division 

e 

la addition to ay other duties. In October, 1953, X wi appointed Division 
Chisf, which fact sssasd to plsase Dr. Olson, very such. 

During ths psrlod Juot eovsrod Dr. Olson was Branch Chisf antll October, 
1952, at which tics hs was prevailed upon by Dr, Schwab and aysslf to bs» 
teas Acting Chief of SO Division by reason of ths fact that Dr. Sehvab had 
laft tho Division. Dr. Olson did this mluetcstly sines ho said that hs wao 
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•Anri* to taking on adolnlstratlve type of work and preferred closer 
touch with the laboratory bench. Or. Cleon carried on no doting Division 
Chief until 1 lurch. 1953 it which tlx* he wet renewed at hi* own riiuitt 
to revert to Branch Cblof. hie old. Job. and In addition to hi* other dntle* 
•pedal Assistant to the Olvitlon Chief. 

Oaring the period deeorlhcd above and before the experlaent ay eatlcat* 
of Or. Prank JU Olcon 1* a* follow* — 

lie personality vae that alnoet of an extrovort. B* liked a practical 
Joke, did not carry It to oxceet. 

Socially. ho vne very popular, "life of tho party* type, la wae the 
flret on* on hand to asslet anyone who night have troublo* either profcetio- 
nalty or persosal. E* and hi* vlfo were oxtreuely popular pereon* on tho 
Cwf, 

A* n professional nan ny ectlnite of hio ability It .that h* wae outstand- 
ing. The extant of ny contact with bin ha* already boen stated fron Octo- 
ber (professionally and at work) froc July, 1951. to January, 1952. tho con- 
tact wae dally. 

Ikon January, 1952 to Juno. 1953, it va* probably on tho order of 2 or 3 
tinea n weak. Ikon June, 1953, until hie death tho contact vne daily. At 
nil tiao* fron Juno, 1951, end until hi* death ay social contact with hia and 
hit really vaa lntlxate. 

Tor the period In which I hare knowledge ny eetlnat* of tho performance 
•f his duties officially was satisfactory to outstanding. X would say that 
fran the cunulatlv* standpoint and in cosparisoa with other scientist* doing 
e inllar typo of work ho was outstanding. \ 

During the period prior to tho experlaent ny eplalon of his state of nind 
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I 

* 

• •** 

mi that I notlcod nothing which would lead at to btltlvs that ho vat 

of unsound died. Ho had tho normal family worries, (worries that I con- 
aider to ho norval). Occasionally ho had trouble with hit ulcere but 
vat always reluctant to discuss personal troubles with anyone, 

Professionally he was making eery f ino progress particularly in the 

\ 

x last year and vas most succocsful in the work he was doing, 

X would further like to insert at rog&rds to i hit personality or per- 
sonal habits that ha did cnoko and did taka social drinks but did not use 

i 

either to excess, 

\ ' 

The experiment took plf.co Ihursday, Xorccbcr 19th # 1953 in the opening, 

X taw Dr. Olcon on Friday morning. Vo had breakfast and ho appeared to 
be agitated and* at the tico I did not consider this to bo abnormal under 
tho circumstances. 

Immediately after breakfast on Friday corning, November 20th, Dr. Olcon 
^ com* to ha and had asked if I would object if he rod a back to "ho 20 ~atatloa* 
with Hr. Ckauplln. I stotod, p 0f ccuvso, not; that It vr.n porfectly al- 
right with ce,* 

The next tins 1 saw Dr. Olson was on Monday norning, 23rd of Hover.ber, 
1953 # 1 came to work about ?:30 and Dr, Olson vas waiting for me in his 
office, Hs appeared to be agitated end asked ce if I should fire hia or 
should he quit* 1 vas tal:on "a-back" by this and asked hia what was wrong. 
He stated that in his opinion he had messed up the experiment end did cot 
do yell &t the uee tings. I talked with Dr. Olson for about a half hour 
j sad further discussed it with him stating that in my opinion he had tho 

wrong impression - that 1 thov^ht he did very well at the meetings and in 
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hit participation la the oxperinent vat above roproach# Ho appeared to 
ho satisfied and relieved* '' 

Vo attended two professional appointments tcjethor and X noticed do* 
thing .unusual except that he appeared to have tone difficult/ la concen- 
trating# Ve alto had lunch together on that date# He did aot eat very 
vollf X did notice that# Ve attended an official oorie and ncotlng at ~1530 
that afternoon#//* was riding hoxo la a car-pool that night and lcnodlatoly 
aftor the novio he suld, •ao-loag,* and ran to catch hit car* 

Sha next tine I saw hla ^t the following nomlrg, Tuesday, 24 flovoebor, 
1953# whoa he again vas vaitlng for za In xy office when I cent to work, 
about 700 n.n. Ho appeared to bo greatly agitated and in hit own words, 

■all nixed up#" Ho said he felt that ho vat not competent, that he had 
dona eoaething wrong* When questioned closely he could not cay exactly what 

• v m 

he thought ho had done wrong* He r.sdo reference to tho fact that ho thought 
ho thould not have been retired for physical rer.soao but when this wot pushed 
ho shifted to tho fact that he felt incompetent to the type of vori: ho vae 
doing - vhea this vue pursued he seonod to look for Rome thing else which he 
had done wrong* 

After about an hour of discussion It becaca apparent to r.e that Hr* Olson 

but 

needed psychiatric attention# I continued the discussion In such e way at 

to attempt to get hla to suggest that he needed sene help# This he did, flaa- 

# 

Uy# Hr# Stubbs, who was present, end X immediately agreed that this vat our 
opinion also and Z suggested to htn that X call hf; Hobort laehbrook and 
arrange for such assistance# This ho agreed to as! aald that ho would go hone 
at once and discuss the situation with/ hla wife, which he did# 

X israodtatcly called !!r* Laohbrook and explnlacl to bin what the situation* 


x • 



wi iti expressed tho opinion that Dr. Olson vss in serious trouble and 
needed lsiidUti professional attention*. Dr. Xathbrook said that bo un- 
da ro to od and would taka Icxeliate action. Meanwhile Dr. Olson bad boon 
discussing this with his wife, X rocolTsd a call froa hit vifo asking if 
aba could cos# along and I told bar that aha could. Vs wore jto go to Wash- 
ington! D.C. for further assistance* 

Shortly after this Dr. Lichbrook called back and wanted to know what 
tine wa would be in Washington since he had arranged for an aypointnent 
la Vow Tork with a psychiatrist and that ho would obtain'alr rosorvationo 
for ua to go to Daw fork. About 5 rdnutoa after that Dr. and Mrs. Olson 
arrived at the office. Vb aunt fros there to cy hose where I changed froa _ 
UDlforn to civilian clothee and vo^drirjc i’roa ay hoce to Washington ty Ur. 
John C. Malinowoki. * 

Xa route Dr. 'Olson appeared to be greatly agitated, highly suspicions, 
and in his ova words, "all alxod. up." Vo stopped at the Hot Shoppe restaur- 
ant in Bethosda, Md. , to havo lunch. Dr. bison ordered lunch but ato or 
drank very little. He appeared to be highly suspicious of food or drink. 

Ve thon proceeded to Dr. lgchbroofc's offico. I vent in and saw Dr. Xaehbrr.ok 

. 

and explained the eituntlon to his again. Dr. Olson stayed out in the car 
with his wife and Ur. Kallnovcki. X found out later that he had aeked Ur. 

e 

Nalinovoki .to leave the eu >o that bo could talk to his wife, which woo 

iCM. 

If tor .bout 15 alnuteo 1 cos. out and «>j£;eeted to Mr. Hellnovt'xl and 
Kre.Oloon that thojr lo.ro u» th.ro ml that vo would get to tho air-port 
With Dr. XashbrcoU who v»« g.-irg with u*. Vo proceeded for the r.lr-port acd 
loft for JTov York aa I can cotlsnto tho tine nov, about 2 >30 p.a. Tor, 24. 



During the trip Dr. Olson's condition spy eared to he about the sane. 

Ho vat vtrjj anr.iour and ho had the feeling tint toreoae vat out to cot 
hlie. E* didn't a; pear to be quite sure vhy, etc.* 

Ve arrl7od in Ktv York without incident, proceeded Iron LtGuardla 
Airport to Dr. Abruasoa's office; arrivod there approximately* 5 

i 

Ho left Dr. Olton with Dr. Abrasion who requested ut to com back in 
about 1 hour. \ 

After an hour vo cacao back and Dr. Abranson tucket ted that ve go to 
a hotel and ve told hlo ve hod reservations at the S tat lor Botol. He 
stated that he would eoxt up to cur rooa about 10*30 with tone eodatlvea 
and alto subsetted that ve have a "high-boll." Dr. Cleon, Sr. lathbrook 
and 1 went diroctly to the hotol, eat and talked for a while, then vsat 
to the cocktail- lourge, had a Uartlnl and then vent to dinner. Dr. Olton 

• V # 

drank a Kurtlnt but refueod to drink a second one. Ha ate very little; 

atlll nppsarod to very suspicious, of Dr. leehbrook and nysolf. 9 

After dinner vo wont back to our roor.s, dloccnsgcd varicut things and 

Dr. Olsen asked to talk vlth n* alone. Again he appeared to very anxious, 

upset and kept asking, "What's behind all thlot Give ne the lov-dovn; 

Khat are they trying to do vitk ce; are they checking oe for security, etc.,1 

Z did uy best to re-acture hla and tried tO ( show hlo wherein factually 

he vat imagining these difficulties and thought Z had convinced hin, at 

. 

least, he said that ho thought things vers clearing up and also he said 
that he tkou;ht Dr. Abrioooa could help hla. 

About 10:30 p.a. Dr. Abrcascn cane and brought a bottle of bourbon and 
•otse "ffcsibutal." for Dr. Olson. Ve eat around and had Just a good, social 
discussion end a couple of "high-balls." About aid-nieht Dr. Abranson 
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said, 'Veil, it 1 ! tins to go to bod** Et suggsstsd to hr. Oltoa that ho 
taka a •Esobutal* which hi did at that tins and that Dr* Olson talcs *no-» 
thor should hs havo difficult/ slssplng* B/ tho vay Or* Olson had ccn~ 
plaintd to no froa tho start that ho had not boon ablo to sloop after Thurs- 
toy. Ho said that ho got no sloop. Or. Olson foil aslsop. The undersigned 
roaained awake. 

Dr. Olson foil acleop in^od lately after going to* bod and 1 hoard hie get 

up about 3 to go to tho bath-roos. Hs cnae to bod but obviously could not 

fall asleep as ho was tossing and turning and talking to hinsolf. X don’t 

roaonbor what ho vno saying. X ashed hla about that tine if ho would tako 

aaothor llenbutal and ho oald no. 7inally about 500 a.a. ho appeared to get 

upset again and X sug^octed that ho take a Ksabutal; hs agreed and took It. 

Vo started discussing tho sltuntlnn oror again - the content of the ccnwr- 

sat Ion was alnost Identical to vliat It had been before. Thon hs vent back 
€ % 

t. eleop, or I belfcive, at least rested, until about 900 a.n« on tho r.oralng 
. t tb. 25th of Vovcsbor, 1953. 

At this tlus be cot up, vutchod t.lovlalon and th. throe of ue, Sr. Lash- 
brook, Sr. Olton and nyself vent to breakfast. Ee ate coco breakfaot and 

appeared to bo a little bettor although ho Utd still boon In a rather noxious 

« 

•tat. ta oar opinion. Vo then accompanied Sr. Lathbrook, at Sr. Lashbrook's 
sueceatlon, on an official rlslt which he had to tain* Durlns this visit 
Sr. Oleon.acain beesue highly sucplcloue and alxed up. When this became appa- 
rent va tactfully cut the visit thort and left. V# went froa there to the 
doctor' e office for tho b o'clock appointment. Ve left Sr. Olton there and 
picked bin shortly after 5 o'clock. Sr. Olton had requested that he return 
hone for Thankeclvlns dinner eo that he could hare dlnnor with hla faally 
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and this vii agreed to by Dr* Abransoa vho euggosied that ve oak* an app^int- 
Mat to cobs back upp oa Tuesday, 1 Dscecber 1953* X asked at that tice If 
ha vould Ilka to hare oo coca with Dr* Olson or if Dr* 01c on should coca alone* 
Be Aid this v&s entirely up to Dr* Olsoa - If ha wished ha could cone alone; 

if ha wished to hare eonpany It vould be perfectly alright for oe to cone, So 

* 

th.n v* left Dr. Abrasion'* office; cane back to the hotel and at egr eugceetlon 
COt tickets for a cuslcal show, "He and Jullot," Ve vent out to dinner and 
froa there to tho show which started at 6:30 p*n. 

Dr* Olson appeared to g at upsot during tho first act and at Intprclcoloa 
ha wna highly agitated and otated that he taev that peoplo wore outside 
waiting to arrest hln on hie doperturo frost he ehov* X tried to rcascure 
that I personally w-fc* guarantee hln that ha will bo in 7rodorlck or at h^so 
the following corning and that ho would be thoro with hlc foaily for Thanks* 
giving* He stated that ho didn't bclolvo ea and I told hln, "'•/oil, ho r.uot do 
•o and that I* vould girt hln ay word of honor that this vould be so*" I pointed 
out that wa had the plane reservations. I suggested that naybe ho didn't want 
to tea rest of the show and that he er.d X talk and walk* To thin suggestion 
ha quickly agreed, Ve left tho th atro ho was in a very anxlouo 

state* Ve walked back to the hotel froa tho theatre, talking all tho while, 
and by tho tlue ve arrived at the hotel he appeared to be aoro relaxed, Ve 
vent back to the hotel*rooa, talked and vat chad television, discussed going 

% kU 

hone the 'following da>v**d Dr. Lathbrock stayed for the recaindor of th»# show, 
and coce in about 11 or 11:30 p*o* Ve talked for & little vhilo, called the 
desk to arrange for being called in tiro get out to the airport the following 
Doming, The call vat arranged for 500 a.n, I vent toted and unf ^rtunatoly 
I fell asleep, did not hear anything until 500 when the phono meg, Xt vas 
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the hotel operator waiting ue up. Z flicked on the light} Dr. Olson ana 
not la bis bed and his clothes were gone* 

Z lane diet a ly lafomod Sr. Zashbr-ok who was In the adjoining rooa 
aad-wf dressed, went down to the hotel lobby as speedily ae possible 
'and' there we found Sr. Olson fully dressed with his over-coat and hat on 
sitting In a chair. Ee stated he was walking around In tho streets and 
that in the process he had dispoood of his Identification button, his wallet, 
and hit noaey. 3e stated that he had done this boeauso Z had instructed 
hia to do so sines 1 was with hla. . Z told hlnthat Z wasn't with hla} he 
eaid, "Yes, that's right, I suet have been drcaalog." Since thero was no 
tine to verst we decided against looking for hla wallot and Identification 
badge , inuedlatoly went up to tho rooo, ahnvod and dressed; Dr. Olson also 
ahnved. Vo chocked out of the hotel; got a taxi and wont to LcOunrdla Alr- 
. port In tiro to sake a 700 piano. Plano wee delayed eppro'xtnately one 
hour because of cechanlcal difficulties. «?e arrived in Washington; Dr. 

Olson appeared to be am rolaxed at this tine. 

ft. Olton ate on the plane and elept the entire trlp,(l hou^ Ve 
arrived In Washington were net by Hr. Kalinov; ski, Thursday, Bov. 26th, 
(Thanksgiving Dxy. ) Ve got In Mr. Malinowski' a car and beaded for Fre- 
derick. 

Za north-west Washington on Vlect-noln avenue Dr. Olaon asked If wa 

a 

couldn't atop tho car and talk this thieg over and 1 asked hie if there 
wee anything wrong and he said, "Voll, 1 would llko to talk things over." 

•topped in the parking lot at Eoward Johnson's on Vlse*nsln t vacua 
Bear. Botha sdo-Chovy Chaos Voodvsurd Lot hr op store. Ee asked Mr. Mallncwekl 
to leave the car ee he wanted to discuss r .'nothing with re - Mr. .Yalinovskl 
eeaplied. Be told no he could net go back to Predoriek since he was co 
alxed up. Be was as based to itaet hla wife end fesily, and requested to 



Just ltiiro htn go ucd would go off by hinsslf* This I told Mo X could 
cot do* Ho then tstcod cs to turn hio orsr to ths police since they van- 
tod Mo • ny+*y, Vo dit cussed Itioat consider* bio length and ho appeared 
aatiofidd - that the police did not want hio* X then suggested that ctybs 
ho would like to go bach to see Dr* Abrsuscn* £a agreed to this sugges- 
tion* 

I then called Dr* Lashbrcoh and told hio vfcat the situation vas and 

ho told re to take Dr* Olson to his apartnont Isnedlately* This was 

done* Ve decided to take Dr. Olson bach to tfcv Tork to set Dr. Abrarcon 

and It vas decided that since Krai Olsen vas entitled to know vhat the 

situation vos end because she vmo exacting Lin Tor 'ihanhsgiTlng dimer 

1 should proceod to Kroderlch to brief Kra. Clean* Dr* Olsvn appeared to 

ho rory much upset and agitated. Again* all nix ad up# This vao tho war sf 

v * uolS 

that I hed oien bis* eir.ee the expurlnar.t took fUeo. .This -in* the last 
tine X tew Sr. Olson, 

On Friday erenlig, approximately 10.00, n-TK.*nber 2?th, I received 
* cell Iron T.i w York froa Or, lashbrcoh vho stats Jd that rosorvatl«ne 

l 

lied boon cede for Or. Olson at Chestnut Lcd<;e 1m SockrlXtc, Karp land end 
that they had plane reservations for tho folXck&nc corning end voro sche- 
duled to arrive In Koshlngton at 9:3^ on tho 23fiL of Kovetber. fht»-tet- 
* euegested that 1 meet tlto ylan$e which X agreed tto do* 1 then asked If 
Or. C-lson was still speaking to do lr. a rather ^dicing tanner. I hoard 
Or. lasbbrook ask hla this question and hi* answer was. "Wiy, yea, lot so 
have tho phone. ■ Or. Oloon appeared on the phone quite relaxed. He told 
ne'about tho trip, in tho Doming, about the fact that ho had resorvstloas 
at Chestnut Lodge. I told hie tkot X$ew the Iscutcr at Sr. laohtroek had 



told ce to* I alco told hla 1 would coot the plane. He eu£gest*d that 

* * 

Z not do to since that da/ was Saturday and ho know that X probably liad 
work to do around tho l^ouse. 1 told hln to think nothing of that and that 
X would soot his* Ho taid 9 "fine* I 1 11 too /ou in tho ctomln£. • this 
la tho last tit* X spoke to Dr. Olson. . 

At approximately 2*h5 a. a. Sat. How* 28th~, 1953* X received a call 
fro* Dr. Gottlieb with a message that Dr. Cleon had died. 


X HEREBY C2&TX7Y TO SE8 Bi:ST 0? Ki KllCulZSm: 'iKA? THa AK> YE STAT^^TS 

m 1EJ2 ;in> cohmc*. 



Chief, SO Division 
Canp Detrick 
Fredorlck 9 Karylnnd 



5UBJ2CT: Chronological Relationship with Or* Frank R. Olson 

I first rot Dr. FrcrJc R. Olson at Cap Dotrick during the month 
of 1945 at which tiro ha was a c crwls stored officer in the Army, w signed 
to tka classified research project at this station. During the period of 
Uay 19*3 to 'to;.' 1944 I was also assigned to this project os a c (missioned 
offlcor. Dr. Olson's work during tills tine was nainly in the field of 
aerobiology and was assigned to another division. I was not in eloso contact, 
in the aboro period of tine, with Dr. Olson either professionally or socially. 

Fkoa ?!ay 1944 to Sspta’.bor 1045 I was assigned to tho Vigo Plant, 
Indiana Chemical Corps Installation, during which tin I had no contact with 
Dr. Olson. 

1ST next contact was made aftor ny reassitynont to Cnp Detrick in 
• * « 

October 1D-S 5* Fron October 1045 to September 1950, Dr* Olson vms assigned 

to tho Aerobiolog" Branch in tbo Fhyc ical Defense Division of tho Cr.lC 

Biological Laboratories* In that capacity ho ^as not closely associated vrith 

dp professionally; hoxovsr, vie had mnorous social contacts* 

3h Soptor.bor 1950 Dr* Olson joined tho ne.tly formed SO Division of 
uhleh I ras-Chief* His first assignment to this Division ~as to take' charge 
Of thoi planning, training and intelligence activities# On October 1G52 I ttos 
transferred fron the SO Division to the Director's Office* Fton October 1052 
to April 1953 Dr* Olson assured ny duties in the SO Division* In April 1353 
Dr* T7edin, Safety Director of tl« CnlC Biological laboratories, reccrriendcd 
that Dr* Olson be relieved of his duties as Chief of SO Division due to his 
health (ulcers)* It Col Do Carlo tras then appointed Chief of SO Division and 
Hr* Olson assured the duties as Chief of Plans and Assessment Branch* Ho 
eontlnxd this asoigrrent up to the date of his death* 
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8QBJ30TI Chronological Relationship with Or. Frank R. Olson (Contd) 2 

i* * 

Or* Olson tns considered as an authority in the field of aerobiology, 

* eoloncs which was developed considerably during the years l&iS to 1933 at 

Ccap Detrickj Both his superiors and subordinates regarded hin as a highly 

qualifisd/cclontlst in this field. 

During the years I have i:r.an> Dr. Olson I have had mncrcus social 

contacts with hin and his far.ily, visiting of ton at his hare. Kb was always 

extrsxoly cheerful, coro than vrillin r; to holp anyone in distress, often tir.es 
1 • 

raking It * point to cheor not only his friends but otkots who wore in a 
depressed r.ood* dr. Olson enjoyed an occasional alcoholic dr ini: but did not 
indulge excessively* His general eta to of jr.<nd and outlook on life was always 
that of oxtreto optician# Ihvsr was thaw any indication of pessir.iccu 

Br* Olson covld bo classified as a family can, taking groat interest 
in his boas and the activities of his family* He Imbedded in the nirds of 
his children the need of religion in life, rating sure that they attended ” 
their Sundry School regularly and would also Isncoixaco his friends* children 
to attend with then* 

IV last personal contact with Dr* Olson was on Hovenbor 11, 1053, 
at which tir* \n brought his children to visit and play with ny -children* 

At' this tine ho appoared norcal in all rospocts and as cheerful as ever* 

# . 

Z had no personal contacts with Dr. Olson after the experiaent. 

I hod first learned on Koniay, Kevsmbor 23rd, 1S33, iron U. Col. Vincent 

to 

Sutot that Dr • Olson had been eernosod and was shewing synptecs of reaction* 

Cb Tuesday, Kovmbor 2dth, I was notified that Dr* Olson was be- 
ing taken to ;bw York City for treatrumt. 

\'4 " 

i *' » « 
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SUBJECTS Chronological Relationship with Sr* FVank R* Olson (Contd) # 
On Esdnasday, tlovsnber 25th, Z was notified that condition 
was not serious and that recovery was exacted* 

(to Thursday evening, lbrrobor 26th, I was notified that Sr# 

Olson hod returned to !hw York for further treatment* 

i 

(to Rrlday, r?ovsnbor 27th, I was notified that Dr* Olson was 
under troatront and that arrangements wore being nado for truatnent at 
a private institution in this arts* CYashington, D*C*-IYed 0 rlck, ltd*) 

At approxinatsly 5 a#su cn Saturday, !!qyenber 2£ th, 1955, 

Z was notified that l to* Olson had loaded froa tho Siatlor Hotol* 

At approximately 6 a*mu sxmo date I received confirmation 
that the leap was fatal* 

I is;EEf ci-inrr vo sc jesr o? nr Kianzras that tie abovs 

% 

STATEdlVS AIE THIS AID Cf.'JSCT. 



70-029 0 - 79-99 



OBs&r/ATio:: ; or: m. ra;.::K olsok - 1951 - 1953 


• X have been personally acquainted with Dr. Frank Olson approximately 
since September of 1951 * The nature of sy personal contacts vith hin 
have been at the level of collaborators in research activities of mutual 
Interest to his croup C r.d nine. This period has been characterised , 
acon~ other things, by three periodic meetings in .cccludel areas where 
the croup involved in the meetings lived to w ether for two or three day 
periods. At these meetings the vriter had an opportunity to personally 
observe Dr. Olson in inforral surroundings and during periods of tiro 
when he vaa not er.;;nced in official scientific activities. The other 
contacts , which averaged about one every two or three months involvci 
official visits either by ne to his research facility or vice versa. I 
vould estimate that the total number of contacts which I had with hia 
during the periol Jcptor.ber 1, 1951 up to i.’cvcnber 19# 1953 totaled 
thirteen or fourteen. Although the principal topic of conversation at 
these contacts was official scientific business# a fairly clone personal 
relationship had also developed, and a nir.or part of the various conver- 
sations I had with Mr. concerned personal natters# unrelated to our 
sclent if ic or official relationship. 

During this period Dr. Olsen seemed to r.t to be a very effective 
research cd lent 1st # in excellent cornand of his field of experimentation 
and very devoted to the successful execution cf hi3 duties. Ho scored 
to re a stable individual, not particularly civen to making snap 
Judgments anl able to ^et alcr. ; very well c\r.on~ his colleagues. It 
vas node known to re on several occasions, through incidental rermri'.s 
node either by himself or hia colleagues, thst he had teen suffering 
froa rccurrin;; trouble with a duodenal ulcer. 1 had no occasion to 
Observe ar.y instance when this interfered with his work. 

Dr. Olson appeared to no to be very impressed by the importance 
Of the security aspects of his lob. Working in an installation where 
extreme security measures wore in effect for the entire installation, 

Dr* 0l3on conscientiously accepted the added security burdens that 
bis croup's collaboration with my croup entailed. Ke was not ct 
liberty, to discuss these areas of research with any individuals except 
perhaps six to ei<;ht of hia irradiate associa:es. Occasionally, 
areas of effort were developed in which he vas at liberty to discuss 
certain information with only one other parses at his research facility. 
Be seemed to me to bear these various security burdens well. 

During this periol (from September 1951 *.o rovember 19 , 1953 ) 

X bod no occasion tc observe cberrent or unrational behavior in any 
of By contacts with Dr. Olson. 



The tfove&b er 18-20 ccetinc between Dr. Cdion f s croup onl ny 
own, ot vhlch 7 aenbtrs of his rrcup were presect end three of nine, 
vat concerned with routine ratters of evaluating results of the past 
tlx tenths research ani planning the next tlx nonth * s vorh. Up to the 
tics of the experiment, I observed r.othlns in Dr. Olcon'a behavior 
or -actions vhlch wee different frea that deserihel above. 

On Hovenber 20, the day after the experiment, 1 had occasion to 
observe Dr. Clso:i for about two hours in the rxmlnr , between 7 A.M. 
and 9 Ad!. Aside fron serxs evidence of fatigue, I observed nothin-; 
unusual In hla actions, conversation, or general beliavlor. 

Ky next contact with Dr. Olson was on Tuesday Kovcnbcr 24, Just 
prior to his departure for ;*o v Yorh with Dr. Lashbroo*: and Col. ttuvot. 

The nee tine with Dr. Olson tool: place lr. ry office between epproy. isately 
It 30 cr /1 2:00 P.M. anl lasted about ten minutes* X talked briefly with 
Dr. Olsen about various scientific and personal ratters. He octroi to 
se to be confuse! in certain areas of his thinking# particularly no 
re cardci his fee Hr. ;o of inccapeter.ee in relation to his Job and to 
the futility of trying to help hire. 

Ky last contact with Dr. Olson too!: place on Thursday, Ilovcnbcr 2.1 
in Dr. Lashbrcok's apartoxnt, Just prior to their return to hew lari: 
to see Dr. Abrar.jcn. I vra with Dr. Olsoh and Dr. Lashbroo*.; approximately 
1 hour, epeniin;: the last 30 air.utes drlvin;; Or. Olson and Dr. 

Lashbroo!: to tho airport. Durin;*. this psriol Or. Olsbn scenei norc 
disturbed dr.i a;itr.tei than he hai beer, the previous Tuesday. Ho 
talked in a clear *jr.ou;h r. ar.ner, but his thou. Its were confused. He 
a^oln talked about his inc 0 r 7 eser.se in his work* the horclessncso 
of anybody helping hin, and the fact that the teat thir.r to do was 
to abandon hin ar.d not bother about hin. It seetacd to re tlvat he was 
very mentally disturbed at this tire. 



DO* C0TTLI23 


7 December 1953 
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TO WHOM 17 KAY COCSQUI 

SUBJECT: Observations on Dr. Frank Olson 


s* I first r.ot Dr. Frank Olson the early part of 1952. Since that 

tine I have seen hin or. an average of about once each month to six weeks, 
in connection with my official business. These contacts involve! 
discussions of technical problems in fields of mutual interest, results 
of past scientific work, end plcr.r.ir.; of future activities. In general, 
other members of his Division were also present. 

In addition, both he and I attended three 2 -day conferences which 
were held in isolated locations to discuss the progress of hi3 Division 
for the past six r.onths, our requirements, and plans' for the next si:: 
Kocths. The conferences wore attended by rer.be rs of his Division and 
of oy Division and involve! living together in close proxiait/ f or the 
duration of the conference. 

Durirr; the tire I knew Dr. Olson, he has been Actir.:; Chief of his 
Division, c.r.l I'ranch Chief. At all tires he hus held positions of 
responsibility ar.l his importance to hi 3 .Division eppeared to remain 
at a cor.3ictrr.tly level. Prior to the experisent , JDr. Olson was 
a competent scientist with an excellent ccanarvi of his field. His 
Judgement was sound and characteristically bached up by rational and 
carefully -conoilcrrd reasons . In ny observation he perf orre 1 his duties 
in a superior manner. It was evident that Dr. Olson was highly re ar/cd 
by his collcrj ties, both us a scientist sr.d as a friend. He was friendly 
and c;ot alon- well with his colleagues. From what Dr. Olson has said 
(and the manner in which he spoke) ar.l fren what hij colleagues have 
said, it appeared his home life was happy. In qy experience, lie drank 
only to be sociable, and then definitely in moderation. 

Hio work vaa extremely exacting ar.d definitely hazardous in a 
technical sense. He operated under very severe security restrictions, 
under which it wa3 necessary to conceal the true nature of his 
activities even from the other Divisions at hio base. He was permitted 
to discuss much of his work only with a very limited number of 
specif ip&lly designated individuals. 

The experiment was on Thursday, November 19th . Cn Tuesday, 

Kovcnbcr 24th, Dr. Olson's Division Chief telephoned r.e and sail that, 
in the opinion of him. Dr. Olson, and :’X9. Olson, Dr. Olsor. needed 
psychiatric attention. I sup-ssted that he and Dr. Clsor. ccna to 
Washington inr.ed lately. I conferred with the Chief of ny Division, 
and it was decided that a certain !?ev York physician specializing in 
such natters should be consulted. I telephoned Dr. Olson's Division 
Chief ar.l subcase! they prepare for a trip to llz w York. The Chief 


i 

J 
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placed both himself and Dr. Cleon on orders and net zb ar.d the Chief 
of ny Divisicn in '.'asbir.y.ton. After a chart discussion. Dr. Olson, 
the Chief of his Divisicn, rni I boarded a plane for Esv York and 
arrived at the tfov York physician's office about 1645. After a short 
conference with the doctor, Dr. Olson ves left vith tin until about 
1800. 

$ 

Fron the tine I saw Dr. Cleon in Washington until I left hie at 
the physicians office in Yew York, he scene* rather depressed, somewhat 
confused, end convinced he would never return to his hone erd Job. 

These were quite different from the attitudes I had observed prior to 
the experiment. 

# At about l500 Dr. Olson, Ms Division Chief . and I checked into 
the Static* r Hotel, had dinner, returned to our room and watched tele- * 
vision. ?rc:.i about 2100 to 23 00 the Yew York physician visited the 
three of 11:1 ir. our hotel ror:.: . During the period covered by this 
paragraph, Dr. Olson indicated ir. ny prcrer.ee that he felt he had 
failed in his dob, he was a disgrace to his collea ucs, friends, ar.d 
family, arul that hie i er.ory and rental ability hrd failed. Kcvevcr, 
in the course of r.onrr.l conversation, it was quite apparent that both 
his memory arvi ability to discuss scientific topics were excellent. 

X)r. Olson also indicated he was sleeping, poorly, ar.d said ve shouldn't 
bother vith him, ve should let hia .Just * disappear" . 

* \ m 

The follow! nr. day ("circs lay) Dr. Olson a^oir. had a private 
session vith the \'vj York, doctor (r.boxit 1^00 to 1700), At the 
conclusion of this, the physician talked to the three of us, in.licatin* 
Dr. Olscr. could ro home r or 7hr.n‘.s;ivir.” (Thursday) if he desired, cr 
he could accept his (the physician's) invitation, to spend Thrnks Ivin; 
and the veek -end -vith the physician's family at Hia hone at Cold 2pri r.z 
Harbor. Dr. Olsen preferre i to po hone, ar.d an appointment was mads 
for Dr. Olson to see the physician the follcvir.-; Tuesday. Dr. Olsen, 
hia Division Chief, and I returned to the hotel, had dinner, then vent 
to a play. At the intermission Dr. Olson became rather agitated, and 
said he wanted to leave. Re and his Division Chief returned to the 
hotel. 

The follovinr; coming (Thursday) when Dr. Olson's Division Chief 
end I awakened (about 0530) > Or. Olson ves £0nc* We found hin in the 
hotel lobby. He said he had left the hotel about 0400 for a walk, 
end indicated several things that had transpired. He felt his Division 
Chief had been talking to hin. He said he had tom up hio money , thrown 
It and several ur.ee shed checks away (because he wouldn't need thee 
anymore), and had thrown his wallet away, down a chute someplace • 

He said he felt hia Division Chief was tellic;; hin to do these thirds. 

Ve then returned to Washington. However, ve probably would not have 
returned had it not been that Dr. Olsen never seemed to really believe 
that ve would return here , anl we had cade it a point of honor that ve 
would return if he wanted tc (this was dor.e after ve had obtained .the 
physicians' approval). *.fe were net at the Yashin ;tor* Airport by a 
MBbcr of Dr. Olson's Division, and Dr. Olcor. mad his Division Chief 
•ct off for their 4crc town. 


j 



Shortly afterwards I received a call frea the Division Chief, 
now on the outskirts of Washington. Ke said Dr. Olsen had char.jed hit 
slnd, van <*uite a.itated, end that ho (th# Division Chief) no v felt 
Dr* Olson should ho hospitalised and definitely should not return hone. 

I told hia to cere to ::y apr.rtront at once, s&eanwMle 1 contacted ry 
Division Chief, who also 3et out for ay ayartaent. ’ifhen he arrived at 
oy opartfjer.t, Dr. Clscn appeared depressed and restless. Ke repeated 
Ms firr. decision tliat he could not face yoin^ heno. Dr. 01$or. a s 
Division Chief then returned to hia here town to explain to I'xz. Olson, 
and cy Division Chief drove Dr. Olson ar.l i.e to the airport, where 
Dr. Olson and I hoarded a plane for rev York. We rret the Star York 
physician at his Hunt in -ton, Lor.; Island, office about l60D, and Dr. 
Olson vas alone with hin about one hour , follcvei by about 20 ninutes 
vith Dr. Olsen ami r.e. The physician obtained local lod^lnys for us, 
and Dr. Cl son and I then vent to a restaurant for a Ti*anV: 3 £ivini dinner, 
after which ve ver.t to bed. Durin;; the period covered by this 
paragraph, Dr. Olson told nc he felt he had cheated the Oovcmrent in 
connect icn vith his retirement fren the Arty, and that he should be 
punished for this. (I an not familiar vith the detail*, of vhat he 
vas referring to, but both Dr. 01con # c Division Chief and the i:ev York 
physician had indicated to r.e that they could see nothing dishonest or 
morally questionable in connection vith l.is retirement.) Dr. Olsen said 
everyone, ir.eludi r.;; r.e, vas in a plot to ’’jet" him; he said I ard the 
others !*r.ev ti e raster plan for the plot, and he wanted to kr.cn/ vhat it 
vns. He said he hud f allot in his '.ob, that he vas jo disgraced he 
could not face returning to his family. Ke said he felt Joe vas 
guilty of security violations because ho felt he on occasions had 
exceeded his interpretation of the need-to-':nov principle. Sneept 
in certain veil defined areas he snoho intelligently and rationally, 
end he acted in a socially acceptable twiner. 

The following rjominc (Friday) ve drove with the physician to his 
Ecv York office, There ve had a conference during which the physician 
told Dr. Oleon that hcspitallsatlcn would be in his beet interests. - 
After a while Dr. Olson r.-rced. Dr. Olson preferred sene place near 
Ms hove anl friends, so after discussion and a telephone conference 
vith tjy Division Chief, n private hospital near Washington vas selected. 
The physician cade arrangements vith the hospital, but they had to 
nropa re his room and could ret take Dr. Olson until the following day 
(Saturday). Dr. Olnon a -reed he would be a voluntary patient (it vas 
agreed he would not be formally committed). . 

. 

V. could obtain no reservations for a return to Washington that 
day, so ve rede reservations for Saturday morning ar.d cbcchel into tlas 
Statler Hotel, .'.t this tire ani for the remainder of the evening, 

Or. Olson appeared na longer particularly depressed, and almost the 
Dr. Olsor. I Ixev prior to the cr.psrirer.t, although he still maintained 
the various misconceptions 1 have mentioned before. He vashed out 
his dirty clothin.;, and vhen I called his Division Chief to clear our 
proposed course cf action vith hin. Dr. Cisco tal!:ci to hin ir. a 
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ehecrful r inner onl happily anticipated reetira hia at the Washington 
Airport upon our arrival there* On his ©vn volition he telephoned 
Ms wife (this vas the first tiro ho felt ho dared cptak to her)* 

At about lolO ve vent to the hotel's r.ein cocktail lounge and each had 
two r.artinis* At 2000 ve entered the nr.in dining rocu ard had dinner, 
leavirc for car rccs at 22CO* At both the ccsktail tourpe and the 
dininj roor he vsa cheerful and appeared to en.foy the entertainment . 

Ee spokd freely of the hospitalisation the foliovin:; day, and indicated 
be wanted books froa hone to study, end other things he wanted to do 
while hospitalised. (Cho piyaiclan had assured hit: he could do this, and 
had said he vould help outline some activities of mutual cclcntlfic 
interest Or* Olson could work on.) 

After returning to our roox, ve watched television for a while, 
then Or. Olson suppested bed, cayinp he felt acre rc.laxed and contented 
than lie had since ve case to ::ev York, lie eskei the hotel telephone 
operator to call us ct a specified tire In the nominj (so ve could 
poke car plane).. 1 vould epwes it vas a little after 2300 when ve 
retired* 

Somewhere around 0230 Saturday zorr.in?, 1 was awakened by a loui 
noise* Dr* Olson had crashed through the closed window blind and the 
closed window on*l he fell to bis death frpa the winter of our room 
on the tenth floor of the Jtutlor Hotel, hater in the day I officially 
identified tho holy for the few York authorities* % 
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CENTRAL INTELLIGENCE AGENCY 
WASHINGTON 25, D. C. 


9 December 1953 


tCENORAKDCN FCR: Record 

SUBJECT t Frank R. Olson 


X have compiled ccd reviewed all the Information avaJI sola to 
the Agency relating to the death of Dr* Freak R* Olson* It is ay 
conclua lea that the death of Dr. Olson Is the result of ctr curst antes 
axis lag out of an crperineat undcrtclea la the course of hie officii.l 
duties for the U. s/covereseat and that there Is, therefore, a direct 
Causal connect Isa between that experiment and his death. I have been 
authorised by the Deputy Director of Central Intelligence to stato 
that this is* the official position of the Central Intelligence Agency. 



IAKREK2 K. SOUSTOZI 
General Counsel 


DECLASSIFIED ON 24 JULY 19>5 
BY AUTHORITY OF THE DCI 
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CcciVe?3atio:i vra cmons: 


Ik December 1 >I >3 



1» Lovell has not heard anything froa Gibbons. 

<1 2. Lovell reported that Ouarlcs and Ceorge Kcrck vere about 
to kill the Scfcvab activity at De trick as "un-American". Is it 
necessary to take action at a high placet 

3* Lovell knew of Frank S. Olson. Wo inhibitions* Baring 
of inner can. Suicidal tendencies. Offensive usefulness? 

BMC told Chef Edvards Saturday AM, the 12th. 



I ** itio « 

act" r* r* 



1'*+ 


JL 
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KEtfORMnnE! ?t?R TKE PICC7D 


1 “ 

Dr* Franklin J. Halpini the Bureau 1 a lledical 
Director, and I, have personally reviewed the classified 
records of tho Central IntoUigency Agency nhiclx contain 
all particulars of the circumstances leading up to crd. 
attend ant upon the death of the deceiant on Uoveabex* 23, 
1953. 


Such notorial is highly sensitive ard is of a 
nature tfaich if divulged cirrht seriously affect the 
national security* Such information is found sufficient 
to short that the condition responsible for self-destruction 
if as prordnately due to conditions of his crsploynoat and 
the claim of ths rddovr is allowed, this decision Vfas 
reached after obtaining the oral opinion of Dr. Kulpln 
that from a nodical standpoint there *03 a very definite 
connection between the illness and the act of salf-dcstruc- 
tion* 



" CEMrlc 

. fifeCLASSlFlED ON 24 July 1975 S 
6 Y AUTHORITY OF THE DC1 



I 
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l£ 3*ce*bsr 1°;3 


:r o' Cs.-.tn l Invrllijtr.ee 
Iciic cf ~r* * "leaa 


thr ro '.yi z\* '"tl*? sr. •* ii case Mch havs v ?* r. 

va.-.cr/l C'.r-ai iris c''lca. : -.vl,.: *.f 
r.vcr -all -r.- It:. ~r. ... re-ssr., ** ; %t* ct.Ut'-iet 
r.' 4 >. :* r:h£i: •'; . r.ct'vad 

* “ cn^a fr . : -r.lcy l:vrll, ir.dlvr-taa r^rUi'i 

-ttsdow <* Ti^r* tbs t*:c is d I*, furl! 

; 1? !ic-; ’Ic', r: c £0 c\;;s e^icr : -vert, 

*i* crv. ta * c the *.**.. it' y*:o- V; rr 4 '.rt *:\t 
iit^v that 'd . '.fwi ’ rr. * f V*.t r-.cri'vr.t i: 
ir ’.a 7r. i; ' 1 : Lb ta cd-ct V. *r. cr. 


2* There c crch siv.s car. *c ir. r. fro. l v c fact: i* ! /.is ter.;;: 

3« Th? r*rv w *.«e^ hvs a\~- * c * n is;! i rly '*:.tc.::ivi 1; It. 
over’' c.at' :r. ! r;;c:.Lul- :t trr.l canthivl* * l >U. .**r t.c 

l-'.T/it -i tac .j;r.cy rr.J ^r.‘ v* tc rr r elite. 

b. 71 : «• rvr.l of r!rv:j nred >->s crly V? a;’ *. .. t his ^ cr. - ij 

tiilLod 111 «rr:c‘*. 

Ci /,Ur/i jj!t l*r. Vr.*v all the ir/ivi 

receive:! t v *. fr b* -tv loud;- .: r, r.r*t ivr.rs of their .died 
rscsrfr. Tber.rb-r’*, : el; r lriivlrlud vis ore i . c 7 r ; ‘ tie 
or* sd* *r.t h?c :C - hr ' :t c-r.r! ti* :;, .as not, .;.arc 

that ever \ cT rive jaara ‘lsar. b -i v^vrer.ll; Vd a 

niici’al ter.tisr.cy. 

d. It ij opoM-sr.t the t tb.rra is a str:*:;- possibility that the. 
druj v.c « a trij^ r *■ rebar, is- ~rec ipit« ti ^ Clrer.*r~cuif if*. 

fi* *i;c exca 4 »ti*.n a 7 \rc r. * ar cor.cu!Tar.ct a*’ i! - 

>r-i*V rh '«*‘ .cchtr.'-rr. var available or villi- ci r r 

.-.ettirj arTrv .l r. ex* -i-vr.t in ;.*.ici i:.- :: ' tvec cede 
pnsrilly N* Jee :* r ; rtch 

1: resr.tr all ci c.'-erl.rr.ts rrth 
could *: riously c'^cct tie r;cor1 arJ 




• s th? -re co xheted by 7*1 
r- yutrtior. cf the ^:r.c, 



1 
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3# Sece •‘43d«tt*T.9! 


a* Thera ?h:uld bo I**, .edUtcly irteh?i?hed o hl^h-lcval 
lntra-A-er.cy bvird v.hich should revit.*.' r.ll ZZ 2 cx xrL.sr.t3 ir.d rive 
approval ir. s. > ar.cs to any ir. ;\:ich h ar. tci-.-r rre involved, and 
to i?l other? Iv'.r.; .otters of j-cllry or lir^c a-.cur.x? of -.cr.cy. 


b. The *> mty Chief '5t* shc-ild he r: f .ri^.r.acd for hi a poor 
Jud-iir.t ?hr.:r. ir. this ’.-.♦tr.nce ; rtf crr.r' coret l«;r. should t» : .iver. 
os to vhet'er this tr.i'vi.kil rhoulc co^irv;* i-. Mr prerent 
poriti^.n 

c. CMef TfC should he edwtrhed to exercise tighter 
rurorvisinr. ?r.:* c:r.tr:l 'v~r the **re *:* V*is drr.£ ; nd shnuls 
render periodic reports *c j*/? on its vie arj t s c result. 
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MEMORANDUM FOR THE CASE FILE X-866287 ; _ . 

C>t t, /**</</ 9 

Mr. C. R. Middleton Informed the undersigned by telephone on this 
Oete that the decedent following the Injury In Frederick, Md. f 
wee eent to New York City for treatment author i/led by the employlti 

JT*. 


M. A. Stcv.o.on 
1/5/53 
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K January X95>* 

» 


H&ORAIlBOi ?C3: 
SU2J2C? s 


Inspector Ceneral 
?rani R. Olsen 


1* I have been inferred by Br. In^abroob t bat Mrs. Olsen has 
been notified cf a. favornbla rulins on core .-oration by sha Buraia 
of Srployees Ccrpensacion. I haw for:/arded tii final papers no 
the Bureau jl rd, coneecuently, believe nils case is closed so far as 
the General Counsel's Office is core era rd. Is is possible that va 
coy be called on to help in ccnaucsicr. vine the Vateror.s ..dnia- 
iutratioo cn the lapsed life insurance policy, bun I trust coy 
such help -Jill be in the fore of advice -r^thur than action. 

2. My c cements cn this cate ere fairly siapla.* Thera ia no 
dispute at to the facts. All cjrce oa hov the *:rnerinc-nt */as 
carried out cad oa the- tua cu eC dap events at they relate to 
Dr. CIton. The implications arc in dispute. It in, of course, 
perfectly possible that the suicide :rrcv cut of a pre-a/astia^ 
state which *..*as cot affected by the experiment. -mvever, */e have • 
talccn the position officially that the erper inert at least 
*triSAer-d'’ the sulciue, and, as all the facts tend to support 
thin conclusion, ve should accept it as final. In any cose this 
has beea the position fron the start of Br. Cottliab and Hr. leubb rook, 
yet these two, supported by Gr. Cib'ccns, ere insistent that it is 
practically impossiole for this crus to have any harmful after 
effects. These two positions are, to re, ccrpXztely inconsistent. 

3- If the drug "trlppered'* the suicide, crpo the tripper 
Itself is inherently dangerous under certain cirrurtitances. 

Therefore, I an not happ7 uith vhat se-uns to re a very casual 
attitude on the part of ?d3 representatives to the tray this 
experiment was ccrducood and to their retards that this is Just 
cat of the rishs running with scientific o rp _■ rise n tas ic n . I do 
not eliminate the r.e^i far tahia^ visits, but 1 do believe, 
especially vhen human health cr lifa is at stahr, that at least 
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the prudent ream enable natures vbich can be taken to olalslse the 
rink oust be token and failure to do co is culpable negHgasce. The 
actions of the various IrddTiduals concerned vhea the effects of the 
experiment on It. Olson became manifest also revealed the failure to 
observe normal and reasonable precautions. The offices of the Agency 
charged vita the responsibility for mactars of this sort, partl y -v^ y 
the Security Office and the Medical Staff, vers not inferred, although 
ve vers informed that the T23 re ere sea tat ires vere deeply concerned 
over the security aspects and actually referred Hr. Olsen to !r. Abramson 
for aedicsl treatment. As a result a death occurred vni.cn night have 
been prevented, and the Agency as a whole, and particularly the 
Director, were caught completely by surprise in a cost embarrassing 
Banner. 



JJWR23C2 H. nCUSTC?! 
General Counsel 


1 Att - Complete background 
material on object 


0GC:IR3:Jcb^ 
cc: CGC i/\ 
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RETYPED for clarity 


r 


to— 

X. Mr. Vlsner-Per sonally 
2. Hr. Helas-Personally 


FROM— 
1. IC 


REMARKS : 

Trank-Dick: Tha OCX has reviewed the attached file and discussed the 

ease with s»e including my recossendat Ions . On my suggestion he has 
asked ae to forward the file to you for recommendations as to action 
to he taken — and suggests that this be given to hla within a 

weeks time. Please restrict the case to yourselves, as to this date 
the knowledgeable persons are: Dulles, Cabell, Kirkpatrick, Houston, 

Edwards, Scott, Fields and yourselves. Those Involved, of course, 
were Gibbons, Drum, Lashbrook, Gottlieb, and Hughes. 


L. B. K. 


DECLASSIFIED ON 24 JULY 1975 
BY AUTHORITY OF THE DCI 


s 
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UKCLAStlPICD RESTRICTED CONFIDENTIAL 

(luitfir mill n>(l« i/nui<4liM fop «nrf toiroot) 


CCNTRAL INTELLIGENCE AGENCY 

OFFICIAL ROUTING SLIP 



CD 


INFORMATION 


CZD 


CUD 


.. DIRECT REPLY 


CONCURRENCE 


PREPARATION Of REPLY L 


RECOMMENDATION 


lUfluiks*. 


^ 4 •*'* &+'>'( t'f: •* W< 

^,. y/ 'V *° v* i - 4~~£-*~r.'tS7r 

•; -7- o,: ..-: j~V, ^r<‘ 

■^V* t ^ **vP i AO'/.Tf / s d * , * 


CONftDCNTt AL 


RESTRICTED 


UP 1941 


UNCLASSIFIED 


N-4TTW-I «#• 


DECLASSIFIED ONf24 JULY 
1975 BY AUTHORITY OF THE 
DC1 * ’ 


70-026 O - 76 - 69 
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3^4 / 6^*~1t^f/yj*~£-<C l J-f* ?4S*-> <&~IC f 


^ / — — . • 0 " / * * . 

, /J^ {/-4^/ y /4^ # ^ 0| 

V.-'r -'/: <-. - j. y Sc+' 'rT~, /’■'u's.'.- -<■ 

C. y S&t . 

^ / * y V *, 

4.V-;/ * ^A.w/i // /• ✓ .;' ,:>'.♦ •'■ <. i~:~ 

/ , ' ■ ' 

-/Vf 


DECLASSIFIED ON 24 JULY 1975 
BY AUTHORITY OF THE DCI 
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tir actor of Security 



11 January 195U 


Chief, Special Security Sir is too 


XAuKuECGX, Lector Eob«rt V. 
jl9lXt 


1* Ca 20 Decerxer 1953, the director cf Security instructed 
the Chief, Cover franco, ZZ2 to set up eoployndat *cac Ip topping on 
the above carted individual so this a.; ir.surorc a invest l.;* tiun *.«ould 
not reveal his connection vithCIA. k 

2* The aho/« *«nt toned Subject *.txs in tho cespary of I!r. True!: 

R. Olson, LCD *?£'*-> C, a Catarv-jent of tho imy c-Tnloyoo vr.o ccmittrd 
suicide in .Wa lark City euri.% .To/tsser 1953. At that tir.e, certain 
infonuwion .as c i/ta lo the local “dice suh>.:ritics and it is tho 
desire of the i«jcccy that S-rj-.ctM connection .dth CIA not re rovu-l-ti 
In a ay investigation arising out si* the suicide of Gist.;. Clnsr^h wicz’.r 
has filed a els in vita .;-r iusurarjcc cerrcany /or .tousle inaernit/ as u 
result of hur husband's cea/a. It is 2nsicir-*t*d that tr.is irrurunn-j 
coapany -ill .aha a ccnslate inv.Jti/.utitft of ^a cirfcurstunc us of *;:a 
suicide ur.d -ill crceubly tttc-nct to ir.Surviuw ! r.‘ Lushhrr.o.e and n-;r- 
hapa soha of Clacais cc-~orkors. 


3* Lr. Lachhroclc advised the :.Va Toxic Cit 7 police test ho via 
an as sec into of Clocns, Cisco -*3 ir.sloycd by tbs ?eparln*nc of tho 
fray, Amy biologic*! Center, Cara Datrich, II d* 



X- 

a ;i 


:»i. v !i 


1. *J l.) !f 


1. *J i*h 


C V. f J 

— 


i. ' !j, 

“TdrT^iT'v .:i| 


/:i :>_t | 

— 1 

!?*:». i :« 5 

ITJ :t * 


U* LT. laohkrook was intar/iived as 3- Tecerher 1953 ty a rep- 
resentative of this LiTtsica rs^arui.n^ teat each stop; in:; :,ua scoded 
to fit in with the statement he had -i7ea tits leu fork police, it 
that tint*, lr, Lushtrook stated v.it no desired that btckntomls- :n 


mds to the Lecurtnaat of the Arry, 3*4», Essesrsh i levalcsnsns rir- 
isicn, Ccrelopnzat irar.ch vi :h Col. 3jamcy yurcholr.cn Lt. Col. 
Jackson Lv~*rc*xd. These Individuals are contacts of the Tochnianl 
itxviccs Staff of CIA. Lr. Lashurook states that he did net desire 
to be backs tors sd at Cnrro La trie's as he felt that that . culd only 
draw attention to the installs ticn. 


5. It is the opinion of inis Di7isisa shat backstopping in 
whe mnnor su^eatad by rr, Lusksropk t> .Id ro irace.;un :u end *;o ibd 
only uurve to arouse tn-a curiosity •?•* udditlrml s.rn-us in tho rp- 
partr.er.t of the ‘my, uho at thi3 roint, cars r.o hnovlad.;o of the 
circusi: tunces of rh* incident wdeh occurred in Vav far’.:. 


ri 


-i DECLASSIFIED ON 24 JULY 'pfi'fi 
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6* :**cr General Zm J. Trillin®, Cezoasaln* iiocnl, Chemical 

Carp*, TJ. S. Vrx/; Col. Vincent Kuvet, Canncdin* Vffir.r, rry Hie* 
logical C aai-r, Ca-u I* tried* .hr/lacd end :^*cr .Liz IthLn, Gecirlty 
Officer, Cano -atria a, .usyluzd are ail Vail/ co^nirmt cf the facts 
la this ciii. 

7* Vce inniriiaals n^ticncd In the aco/e 4r&sr»M or a all 
clurtd for To? iecret liaison zj Vs® Gecority Uor.trol daiif of OA. 

b. It la* teea crou^ht to the attention oi tala o«Xl;a chat 
the U. S. ^rrv/ Is ecrui-xsing in tndacuoceat -j/^t initio a .tvO ten 
circumstances oi ::r* Olson's death and it can b« cr^sozpd ts. a; the 
Ar=y i.v/*3 cl patera cay® cecone awur* o£ '!r. Lachfcrccz's clandostiao 
rolatlornain to CIA. 

9* Ca the basis of tais inform tico, It Is ricoancr.dwd tint 
», Isaac rook's ©nolo/nezt re baezstactcd taronji tie office of 
General I'lHoae, Con endin' General, Vn-sicnl -Jorpa, ii. .;• ‘ray. 

13. It is f arther race-:; meed that Col* Vincir.t ->av«b and 
:?i^or :bz Itkin , the Security Officer of Ceap Detrich, Maryland bo contacted 
end advised the; any : n . dry regardin'; 7r . LaurJcrook thoCz be referral Jircctly 
to the office of Gen-ral Eullone and cant tse Cecurity Cflicu of CIA 
Vr.oald oo .o'.ixiod of the iaauiry. 

11. It is belit/ed that t.nis t-yto backstopping Is thu sir:*. iso; 
sod rxxit 3ocare u:dar t no circunntarxes. 7r* lasrarook's welial ‘‘hit 
co backuwcn ain in any a/ wita Ciza letrics, .Izr/lor.d -o *JL J . call 
toatlcrv to vtat i.n-tollitto»\ is tot -«#c.~:ed sc trxl is it is a mvirtl 
thLv. for a chutist to re associated .ith m iru:aliation vxh so tho 
Arrgr £ lolr/ical Center •»; Can? I otrr.cn ar.d this fact on? old sot c r ca tc. 
•indue interest. It is hollared that hscistcrnin*, throa-yi the Logistics 
Office cf the Ar=r/ would be L~ consistent vith. Ir. Lashirac* 1 s cr.es:- 
ground arxl ni..st create aa ucaue actor cat insofar as An insurance i;;-. 
vestl^atidn le concerned* 

12. The Sec-rit 7 Office; Technical Icrricca 

^teff r:d7lscd a renrasestatiTa of thin OiTisica in can fir. me a that he 
felt -he: tr.e baciatOTpic^ with G-a cf the srtr/ **r, ;ld not ro crnpstihli 
vithlr. lashcrocx'a aacz^rovt-.d. T-awerer, he aa« Teen ro its tad 'ey 
Tr. Laihhrcck and fr. -octliob of Technical aery ices I tiff :o off _r 
Inis J-t* contact of 70S an a pcesiol e races- or:. ;c; nohiit. 

13. Xf concur in there nrrxn*. emota, *..*.e *:a-/-r ^.iv'h cf 

inD will p artake to ia:placar.o tn«i *;r. na ere . lie . 
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Stricter of Soe jrlty 
Chief, -reclal Security DlTisloa 



IASHTRCOX, Hobert /., Dr. 


19 vxnuv IjfU 


X. ?ar*MJutt to the Instr-c tior.s of --he lir-actcr of Jocirity, 

A reyT2Scntasi7o xi tr.ls Slrlsisn rcctact.*i lr. ^ tfni/..o;tliJ> f 

Chief, th<Y\ic»l I ranch, ?.es.»irc a : rswienneat Tl/isicn, ' ;; ;l :*l 

Scrrices it&ff tc als office, Icon 2. 01 l c.n lo* Jua^ry 

195l. "r. Cottll.b was H ies ti*..%»d is to :acc3aot r i.v. o:ld 

bo aost fouJihlo cotcer.nL-;; aaore & .oj jet ar.d as to nio pcci- 
tlcft on •tllisln* Cistp Coiric.i, i^syland. 


2* 7r. Gotti i-b jur/ised tha t ho veil! r refer to ha/s tic CJj* 
3oct baexoto p«d ahroz-yi Col* * foriroben of t;a -^carc~ 

& Per»lrcn*nn flrt olen, Ci’fics of the asiovtat C iu n Stuf, 

0*M, v • j« trry. 


3* On the basis cf Zr. Cottli.b 1 '. ^refarsnee, c raaras.nt a- 
tine r f vais "fl/ioira aeccra-.Aiwd ay t-i;-ca # cc*:*acte4 fol* 
Bjarse Ttarfaolr^i' , Ct:.:/, ?.lo 'area < .Vvolac^-Qt - i/nic.;, ;f* 
flco of the • 111 t ar.t C .U:‘ cl* ttoff, G-c, •*. S. r-iy it rdo ci- 
fico, r.en 3713? -ho .-oiv-'* . itliLn a/ijnuoae : : -/i*Ct, ..*> 
tension Ui;-5 or. 1? Jjr.jury U;U . Cr/sr amr;sa:r.LS for w^^.ci 
woro laid cn .1th Col* ri-6; Lr.cn md tlto vita r.is cer-ity, It. 
Col* Jcc'.acn Liar .'.tee* 


l=j r: i 1 



• ft * 

A . ? 

I* 





L The covtr story vr.ich v*s trren^jd for va * v.afc Subject 
is ernlryed as an ittcrrdiiir.t consilient by Col. 7 t - ftol-.*r .*5 
offico and has teen in tr.ls cs-ectty frr artro/dr.i-Lly 2 yc'-ra*. 
Ths r.aturs of ris cities arc clerical research on class Lfisd ra- 
tarial and ho rircrts directly to Col. rurah ol - •«- . 

5. Toth Col. rtrthcL-.cn nnd Col. In. T or e e adrased last 

tho reason for t.-ir vna that fv-jact htd ton a vitrwsa to e 
Salcido in !!ra Ior:t City during the lattrr :art of 'orerjer 1#3 
JUid It */as oaalcircted th:t an lnsirtr.es ir/ssti“3 .lea rJ. it w-o.tJ 
ftbo-at as n result of noliclea carried :n ihe lifo cf aha r^i-iio 
rietb. it *.:ao t/.o desire of this v ^s.ncy tttt . .eject :.o- v s 
Idar.llfl.’d /ith 1 1 tnd *.hai ih.o * tr.cy stnld reci ; .?e r.o via* 
llclty ta a res ut rf tnis Incident. Zol~ Jarxacln^n :c/i:x t*tt 
ha dd ^aer.d cr -la as coco jra'lrn in tala nr tt-.r end tha . r .mid 


DECLASSIFIED ON 24 JULY 
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«nX laqalr/ ba r*da to bin* ho vould bancl a tho nattoc ?nd la coon 
aa posaibla, no tify 2r* Laahbrooic of tba irxidoat* 

6* Tho indices of tha oocurlty Office, ver a chocked Trior to 
•tha int«rri*v vita Col* roruholr.tn and rrrsalad :ha t both ho j.nd 
Col* Lavrecca vero cleared for top secret liaison by tho Security 
Control Staff co 13 October 1933# 

7* *h f arther action la anticipated in thin c*3*» and It in 
bales conoid arod aa clcsod in this ^iTlaicn. 


Fjoovrt a* Cuonin^han 
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30 January 19SU 


■EYES ON1T* 

KSmpW FOR THE RECORD 

SUBJECT: I ten 3 on Effect of LSD in Files of TSS 

1* Project 7 Technical Progress Report Kb* 1, submitted 
Hovenber 1952s 


P*9* * "in six out of the seven subjects of the present 
experiment anxiety was an outstanding syapton M • 

pal* - "lib clear incidents of distortion of others occurred 
in a total of 2)3 important relationships! hence a 
distortion of 19.t of the relationships* 1 . 

■In 19 incidents (hi?) it was essentially hostile and 
•elf -oriented. M 

2* From Phin-.acology Laboratories of status as of 

November 1952: \ 

V • 

p*10. "Delayed Effects: The 1 into si cation 1 of LSD generally 
wears off within b-tt hours, out in practically every 
case a nore or less unusual cental status persists 
for 1 to 1 day and 3 metises for nore than 1 week.** 

■Less frequently a depressive state is observed. 

This loay last several days. 11 

3* Project Interview of Dr. t 

p.17* - "Then at 6:OD...I phoned my wife and told that she was 
a friend of r.y wife and told her that Miss X is very, 
very disturbed about LSD and she told me, »My God! 
Why you haven't asi:ed r.e? $hs*s not the person for 
' ♦ LSD 1 • That ve should use LSD only as a plan lo 

* psychotherapy not only as an experiment* That's too 

bad, ani she was so depressed for lh days so heavy 
that she couldn't work for lb days," 


LBKsra 

. DECLASSIFIED ON' 24 JULY 1975 
BY AUTHORITY OF THE DCL, 
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KIRKPATRICK DIARY 


30 November 1953 

DCI and DDCI: discussion of the Olsen case. It was agreed * 

that Houston and I would make a thorough Investigation and submit 
our recommendat ions to the Director. 


30 November 1953 

HOUSTON, EDWARDS, PIELDS AND SCOTT; discussion of the Olsen 
case. Scott and Fields will take steps to see that the files are 
sent up her.e and the drug impounded. 

1 December 1953 

GIBBONS: came in to make a strong plea that no disciplinary 

action Be taken on the Olsen case. 

2 December 1953 

DCI and DDCI: discussed the Olsen case with them. 

2 Dece her 1953 

WISNER: discussed the Olsen case. He stated that neither he 

nor Helms knew anything about the Intention to make this experiment 
He pointed out that Helms had held a staff meeting in May at which 
Drum and Gibbons were present and had Indicated that the drug was 
dynamite and that he should be advised at all times when it was 
intended to use it. A memorandum on this was later sent to the 
Division and TS5 which advised that there would be no use without 
Wisner's permission. 


3 December 1953 

HAROLD COOPER: talked to him about his reaction to LSD. He 

stated that he thought application on an unwitting basis was very 
bad . 


3 December 1953 

GOTTLEIB: advised that Dr. Abramson would be here tomorrow and 
would I want to see him. Told him that I would arrange it through 
Houston . 


3 December 1953 

DE FLOREZ came in to say that he thought any reprimands in 
the Olsen cai e would be most unfortunate. 
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• 8 December 1953 

HOUSTON: reported that he had obtained a favorable ruling on 

the Olsen case fron BEC. 

10 U 11 December 1953 

HOUSTON: discussed the Olsen case, 


17 December 1953 

DDCI: reviewed the Olsen case and advised l would subnit It 

to him for .disciplinary action 


17 December 1953 

GIBBONS: came with Drum to advise that Cottlelb had cleared 

with Drum, who was acting Chief TSS. 

18 December 1953 

EDUARDS and CHADUELL: advised me that Stanley Lovell had 

considerable information about the Olsen case. 

22 December 1953 

HOUSTON: asked him for papers on Olsen case. 

12 January 1954 

Advised HOUSTON of comments In COTTLIEB's files on LSD. 

25 January 1954 

Meeting with CABELL, WISNER, and HELMS on OLSEN case. 

1 February 1954 

Discussion with DCI and DDCI on TSS reprimands and TSS meeting 
(deFlorez, Drum, Gibbons, Gottleib, Helms, Houston, Edwards, Cabell 
and Dul ' e r ) . 


/ 
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2 February 1954 


MEMORANDUM FOR: MR. DULLES 
VIA t Gen. Cabell 


1, I have just been adviced of the proposed action to be 

taken In the case of Messrs. Drum and Gottlieb and feel that in 
view of nr.y position and responsibilities, it is my duty to express 
an opinion in this matter, » 

2. 1 feel that a formal reprimand in this case would be 
an Injustice sir.ee reprimands ai*c applicable to those guilty of 
negligence, disloyalty, or willful acts detrimental to an organiza- 
tion, rather than to those involved in difficult circumstances 
caused by mischance or factors beyond our cor.irol. * In this case, 

1 believe that both men concerned acted in good faith and with the 
desire to advance their work. Whether they lacked the foresight 
or wisdom to grasp all the possibilities that ir.)*ht occur ic, of 
course, debatable. 

5. If such action were taken in the tradition of the sea 
where the commander is automatically at fault in case of failure, 
then it would be in order to apply the reprimand to both Dr. 

Gibbons and myself, 

4, I sincerely hope that this matter will be again reviewed, 
not only in the interest of justice, but also in t zt interest of main- 
taining the spirit of initiative and enthusiasm ss necessary to our 
work. 

j » V Vjf 

it*-; 

LUIS deJLOREZ 
Research Chairman 

TSS/OC:ldcf / jci (2 February 1954) 


{leno for record : Original returned to Alta deFlorcz on 10 Feb, 

w/notc iron den Cabell (on the cover sheet) as follows: 
"Your request acceded to," 

DECLASSIFIED on 24 JULY 1975 
BY AUTHORITY OF THE DCI 
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2UHOMJ A. Allft.VMSO.V. U. D. 

lit CAST ilia ITRUT 

Kssr tome 11. xw tonic 


February 9 f 1934 


Dear Mr 

For your information and files I an enclosing 
a case report which mi^ht be of interest. 

Yours sincercly 9 

Harold A. Abramson , U. D. 


HAA/nb 
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CASE REPOST ON PATIENT JOHN Q. SMITH 

X was called In consultation to see i:r. John Q. Smith 
about ten days after lir . Smith had received 70 nicrograms by 
mouth in a highly protected situation. Sir . Smith, although 
agitated and concerned over his relationships in work situations, 
related very well to his friends, to me, and to cor.jnunity problems 
in general. It appeared that IJr. Smith had profound guilt feel- 
ings because he had been retired as an oiXicer during the last 
war and was drawing a pension. His intense feelings of guilt 
resulted from receiving government money to which no felt that he 
was not entitled. These feelings were not eliminated by his 
realistic understanding that he had appeared before a retirement 
board. A strong feeling of inadequacy dominated his present work. 
Ho felt that he was not doing as good a job as he thought he 
should even though he was thought well of by his colleagues and 
promotions had cone readily. In several hours of interviewing 
for a period o i two days his agitation could not bo directly 
linked with a psychotic state until he-said that hi3 . sleepless- 
ness had been caused by the FBI uno had surreptitiously been 
placing amphetamine or caffeine in his food at night to keep 
him awake. These feelings of having drugs being placed in his 
food had been present lor at least five months before he had 
received his therapeutic dose of 70 micrograr.s • He also dis- 
closed that he had shown bizarre behavior for nine months bcioro 
so that his wile thought ho needed medical attention.' This led 
to an outpouring of an intense ccsirc on his part to be punished 
by the authorities ior his past conduct of taking money fraud- 
ulently from the government following his retirement by an Ariny 
board. 


Subsequent discussion with the patient and an accom- 
panying friend led to his agreeing to entering a mental insti- 
tution. Different hospitals were discussed. He chose one near 
his home and appeared to be relieved that some decision bad 
been made to take care of his problems. Accompanied by his 
friend v/ho shared the sane room with hin he went to a hotel for 
the night because the hospital chosen vas distant and he could 
not be accepted at once. In the middle of the night without 
any warning he plunged head-first through a heavy glass window 
shattering it ar.d fell to his death on the pavement below. 

Information subsequently received revealed that he 
had discussed suicide fre.iuently during the previous year and 
to the best of ny information had been talked out of suicide 
twice. In my opinion S.r. Jraith had been suffering for some 
time with a paranoid type of depressive psychosis which, 
although reluctantly recognized by his family and friends, had 
not received adequate medical care. It is ny opinion, also, 
in view of r.y experience with various ambulatory types of 
subjects, that this dosage could hardly have had any signifi- 
cant role in the course of events which followed. 
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MEMORANDUM FOR: 


to ^hc 




S*' 


y 4 ' 


C^xA-^v-tj 

MifJCtiUU - . 

■' li-V-M*'TstL~~ ■*<-<&*- ,^~T~1 

fcjisJL f to 

Sy* • 7t *«- «- 

* ”^-0 

I JL_- I :..-.£ /L^ 

I Toig *Q« 10*101 JMM l$»I 


declassified 
• B.y AUTHORITY 


ON 24 July 1975 
OF THE DC I 


l 

/ 
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■eyes o:tlt» 

HSKORANDUK FOR: Chief, Technical Services Staff 

SUBJECT s Unfitting Application of LSD 


1* This is to advise you that I consider the 
unwitting application of LSD in an exreriner.t with which 
you are familiar to be an indication of bad judsr.ent on 
the part of two members of your staff: James H. Drum 
and Dr* Sidney Gottlieb* 

2* The purpose of this mer.orandum is* to inform 
you officially of this conclusion and to advise ycu to 
take all appropriate steps to insure a thorourh and care- 
ful review within TfS of all experiments. The Deputy 
Director (Plans) has been instructed to constitute a 
review board composed of the arprepriate officials from 



DECLASSIFIED ON 24 JULY 1975 
by AUTHORITY OF THE DCI 
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F.EB 10 1954 


PSRSOKAL 


Colonel Janes H. Dnn 
Chief, Technical Operations 
Technical Services Staff 

Dear Colonel Vrxszi 


I hare personally reviewed the case In which 
your staff eroloyed the use of a drug on a group of 
subjects not entirely witting that such an exoerir.ent 
was to be rv.de on thcr.se Ives# It is nv view that peer 
judgment was der.onstrated by you in authorizing the use 
of this drug on suen an unwitting basis and without 
prox irate redical safeguards. 


This Is to advise you that in the position of 
responsibility which you hold you are exoected to 
exercise greater jud^-.ent than was indicated in this 

esse* 


DECLASSIFIED ON 24 JULY 1975 
BY AUTHORITY OF THE DCI 
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i 


UFtb ^4 



70-026 1330 
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KB 10 1354 


PERSONAL 

Dr# Sidney Gottlieb 
•Chief p Chemical Division 
Technical Services Staff 

Dear Dr. Gottlieb: 

I have personally reviewed the files freen your 
office concerning the use of a dry? on an unwitting group 
of individuals. In recommending the unwitting application 
of the drug to your superior, you apparently did not give 
sufficient emphasis to the necessity for nedical collabo* 
ration and for proper consideration of the rights of the 
individual to whom it was being administered. This is to 
inform you that it is ny opinion that yoe exercised poor 
judgment in this case. 



DECLASSIFIED ON 24 JULY 1975 
BY AUTHORITY OF THE DCI 
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* +* 

* s 
CENTRAL INTELLIGENCE AGENCY 

WASHINGTON 23. O. C. 

Office Of THf OIRfCTOi 


fo/.v 


a/ 


“EYES OM-Y" 
MKOIUEDIH TOR: 


/ 




Chief, Technical Services Staff 


Z,/. 


SU3JEET t Utwittine Application of ISD 

^ ' * - ' • • • 
1. This is to advise you that I consider the unwitting 
application of ISD in an experiment with which you are 
far.iliar to be an indication of oxccadi r ^Vf bad ,jud* 7 icnt 
on the part of* your staff;* Sueh-^TCtiorrxinno^-and^wilrl’not 
.be--condonod--in_-this -A^oncy* . , r ) 

C f y~ C* O*. A ’ ^ (aw* a f f •» ** f **•* »« — 

5. The purpose of this r.cmorandun is*to advise you 4. *4% 
thot~ol)'necc sr.ary stops should- he tahon to insure a 
thorough ar.d careful review within *tSZ o! all experiments. 

The Deputy Director (Plans) n«as been instructed to consti- 
tute a review board ccinposed of the appropriate officials 
fraa within the Agency to periodically review TSS research 
and experiments • _ ^ 


li i ~ a S C.. 


ALLEinr. DULLES' 
Dime tor 


V.6*e*. *v 


-t. fsj 


/ 


70-026 0 - 76 - 70 
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pgftf.yyj, ant) rr.nn^mAt, 

Colonel Jar.es H# Drum 

Chief, Technical Operations . r* 

Tochnical Cervices Staff / ^ 

/ 

Dear Colonel Prim * 

I have personally reviewed the case in whlch-your 
staff * employed -the use-of tv-dme on on ufKitiin*: <*.rouo of 
subjects* Y.hlle there : '*/ be so-.e question concernin'; this 
experiment with the Icier unfortunate results, there is no 
question in *%y r.iiri about poor judgment ccnc.'M rated by you 
in authorizing tfce'cse of this drug on an unwitting basis# 

This is to advise you that in the position of 
responsibility which you hold, you arc held liable for the 
cxcrcixo-of greater Jucrvor.t than van in- tested in tills 
case# Your failure in this connection nlrht veil have 
resulted in oven noro serious consequences, if that is 
possible, than vas the case# 

Sincerely, 


Allen W* Dulles 
Director 


ect Security Office (to Col. Edwards for ’’Special Handling”) 
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"EYES OWY" 

MB»RA1!DIM FOR*. Chief, Technical Service Staff 
SUBJECT : Experiment 

1. This is to advise you that I consider the handling 
of an experiment v.ith which you are fanilhr to bo an 
indication of exceedingly bad judgment onthe port of your 
staff# Such action cannot and will not bccondoned in this 
Agency# 

. 2# The purpose of this memorandum ds to advise you 
that all necessary steps should be taken ‘b insure a 
thorough and careful review within ?SS*ofall experiments* 
The Deputy Director (Plans) has been instructed to consti- 
tute a review board composed of the appropriate officials 
from within the Agency to periodically reiew TSS research 
and experiments# 


ALLEN V; DULLES . 
Dire tor 


ccj Security Office 
Personnel Office 


u 

L 6 y< - ^ V 

L-fc*- : /v-^ \ V* b C'f 
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"EYES OTILY" 

HKORVIDKI TOHt Chief, Technical Sorvicos Sti 
SUBJECT x ^rM±ttY n^/.wlicai:ft?a^r^3D 


1# This in to cdvice you that I conrider tl^eriimrittlns 
Application of LSD in-nn experiment with which you are 
fanllicr to ho an indication of exceedingly had Judrpent 
on the part of your staff. Such action cannot and will not 
bo condoned in this /^cr.cy# 

2# The purporo of this renornndira is to advice you 
that all necessary steos should ho ta«:en to insure a 
thorough and careful review viihin !S3 of all experiments. 

The Deputy C5 rector (l l?.n 3 ) Vs been instructed to consti- 
tute a review hoard composed of the appropriate officials 
fren within tho Af.cncy to periodically review 7SS research 
and experiments. 



ALLEM tf . DULLES 
Director 


CC, Security Office (to Col. Eduards for "Special Handling") 
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1 - S E CKfc * — * 

CENTRAL INTELLIGENCE AGENCY 

WASHINGTON 25. D. C. 

Office Of T HC Offttcro* 


pggom A\T) COMriPSTTIAL 


Colonel Janes H. Dnw 
Chief, Technical Operations 
Technical Services Staff 


Dear Colonel Dnn: 


*-,/ r-fn, 


-Thitrrofcrs- t o the-unelassi fied-l*atu»r~ to you" 
of— this dat*- referring, to a "classifies :seti*on“*-ond 
^ignod-by. ne . I have personally revicvjd the case in 


which your staff employed the use of a drug on a?*- unwitting 
group of subjects. It is ny view that loor judment was 
demonstrated by you in authorizing the use of this drug 
on such mo^olMely unwitting basis and without proximate 
nodical safeguards. 


f **** t f\.- 


/ 


This is to advise you that in the position of 
responsibility vhich you hold, you are crpected to 
exercise greater judjieni than was indicated in this case# 


Sincerely, 


Allen W. Tidies 
Director 


i_/o'c- : j cr c f 

fK. ^ / /> r f f> c> tc. ^ 


f r<v 6 try 
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* ' 
CENTRAL INTELLIGENCE AGENCY 

WASHINGTON *5. O. C. 

OFFICE OF THE DIRECTOR 


PERS^m A?P C01.Tn)S\?IAL 

Colonol Ja^es H* Drum 
Chief, Technical Operations 
Technical Services Staff. 

Dear Colonel Drum: 

I have personally reviewed the case of a classi- 
1 ficd action v:hich is fully identified in your office files. 
In my judgment, poor judgment was demonstrated by you in 
authorizing this action under the actual conditions. 

This is to advice you that in th; position of 
responsibility which you hold, you are expected to 
exercise greater judpnent than war. indicated in this case. 

Sincerely, 


Allen V/. Dulles 
Oircctor 


cc: Security Office 
Personnel Office 


/3i <*.» <v- <f c y 

-J / oo L x: / 1 r , 


' p ^> yy 


/ 
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CENTRAL INTELLIGENCE AGENCY 

WASHINGTON IS. O. C. 

Office of rue o/Aecro* 




|A vCm^- 


■YvCt tr 





PiaSOMAL A?<D CQ*T?n?.*.TTAL 

Colonel Jaaos H* Dru* 

Chief, Technical Operations 
Technical Services Staff . 

Deer Colonel Dru*: / 

/ 

I have personally reviewed the case in ».*hich your 
staff employed the use of a drurj on an urr-ittinr; pro up of 

this 
no 
you 

ure of this druj on'-n ur.wi ttir.e bas 

v — * / tic^. v . ojuft / « , * o -a / / 

This is to advise you that in the position of 
responsibility -hich you ho Hi, you for-the 

exercise os ercatcr jucrrser.t than was'itrJlcatcd in this 
ease. 3ootwT»i>ioro~Mi' tnie -ooruiect-Ton r.i^htnrell^liave 

possible,* U^u^Wi.s-xht^ca H e, C * M0 ^ l^\ 

Sincerely, 

XtXC^ Xo <X' a 


■ <0 » AC- /n 'V. » - r. to i 

Alien V?. Dulles 1 
Director 

A ~Y<h w 




/Lfi K. rv * 


Tk-O JT*. 
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pjsso'ul A*m co'.^rDrmAL 


Colonel Janos H. Dnn 
Chief, Technical Operations 
Technical Services Staff 


t*~+* 


•/ t u 


Deer Colonel Drunj / 

/^U Aj. /« f,, 

I have personally reviewed the case of *n-exoAa‘inont~ 
which is fully identified in your office files, -v.hile 
th»ro >»ay he.. -scan ques-tion concsrni n»-thi s oxoc* rir.cn t with . 
tbo-Jiator-onf^rtuivivi-resulte, there- is no question irt ny 
Ain4'*W;*t poor jud^unt t xlenon3t rated by‘ you in authorizing J • 

this cxf^»rinerrt>. 

lo'-yv. i v “V L . * * a ., ^ a , . 


This is to advice you that in the position of responsi- 
bility which you hold, you arc Lald-liabl**- for-the -exerciso . „ 

-4>tf greater jui'T'.cnt than was indicated in this case. ‘Viaul * 

fn Hut c In ' ~ thv» - co nr.ee tlon ~ai;y » t • wol X- hava-ror-ulted in even 
BOrti M s6rJU>u6--conscquancds,---if that -ie-poi-siole, than '-was, 
the casev 


Sincerely, 


Allen W. Dulles 
Director 


CCS 


Security Office 
personnel Office 
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v* 10 mi 


F5SSOMJIL 


Dr* Sidney Gottlieb 
Chief , Chemical Division 
Technical Services Staff 

Dear Dr* Gottlieb: 

1 have personally reviewed the files fren your 
office concernin' 1 : the use of a dru^ on an unwitting r.^oun 
of individuals* In recrr'nendir.’j the ur.vittin" application 
of the* drug to your superior, you apparently did not give 
sufficient emphasis to the nocer.sitY for nodical collabo- 
ration one! for proper cor.sidei\ation of the rights of the 
individual to vhon it vis bein» administered* this is to 
inform you that it is ry opinion that you exercised poor 
judgment in this case* 


Sincerely, 


y 

Allen W. D;*lles 
Director 


0/I0/lBKirkpatricV::rr. 2? Jan Sh 
Revritten by DDCI/CPCabell:rm 1 Feb 5h 
Reyritten by DDCI/CFCabelljrn’. 6 Feh 5U 
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# % 
CENTRAL INTELLIGENCE AGENCY 

WASHINGTON 25. O. C. 

Office Of THE DIRECTOR 


PERSONAL AVD CO^ID^rTIAL 

Dr* Sidney Gottlieb 
Chief, Chemical Division 
Technical Services Staff 

Dear Dr. Gottlieb: 

h ®lYtr^fero~to-th^n}nclT^5rricd 'letter^to'Tcm- 
t^thrsni!:te--referrin<»-4o-a* J, clAfcsifictl action" r end 
signed by re. " I have personally reviewed tho files from 
your office concerning the use of a drug on an unwitting 
group of individuals. In rec err. ending the unwitting 
application of the dru* to your superior, you apparently 
did not give sufficient emphasis to the necessity for 
ncdical collaboration and for proper consideration of the 
rights of the individual to when it was being administered. 
This is to inform you that it is ny opinion that you exer- 
cised poor judpnent in this case* 

Sincerely, 


Allen W. Dulles 
Director 


6y XV 

Ac rr« v . Z>OCJS v 


' *«-b- 
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* % 
CENTRAL INTELLIGENCE AGENCY 

WASHINGTON 25. D. C. 

Office OF The OIRBCTO* 


fgRSJKAL A*rp CONTlDElTIAL 

Dr. Sidney Gottlieb 
Chief, Chemical Division 
Technical Services Staff 

Dear Dr. Gottliebs 

I havo personally reviewed the files from your 
office concerning a classified action which la identified 
in the files. In reconncnding the action to your 
superior, you did not. in r.y opinion exercise" satisfactory 
judpr.ent in the case. 


Sincerely, 


Allen V/. Dulles 
Director 


cci Porsonnel Office 
Security Office 


fl,«w«rr* ~/*>o t r/ 
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CENTRAL INTELLIGENCE AGENCY 

WASHINGTON 29. O. C- 

Offtct Of rue ontEcrot 


PERSONAL W CCi.TIPSSTTtL 

Dr. Sidney Gottlieb 
Chlor, Ch'-r.lcal Division 
Technical Lcni.cc 9 Staff 

Dear Dr. Gottllebt 


■c> 

v ' ur*-, 

. r . 


\ 


/ 



S'tv' 


I have personally reviewed the files from your 
office concerning the use of a drug on an unfitting group 
of individuals. There- is~evTdonco~in-your-.n loe that 
indicates -the- necessity lor - t h e ~u rtr-xrf^hr^^ru~-vi-ih 
coutioa_pn . p cr *cns-of ..nervous- ter-or rawer. t» — A ppa rently 
^)n reccrvicr.^in; the unwitting application of the drug 
to your superior you cither did n*t give sufficient 
-voighi-to- U.ls- evidence or_chose to overlook it. — In 
any^vent/'this is to infom you that it is ny opinion 
that you exercised -vory poor juci7:cnt in tnis case. 

Sincerely, 


Allen >?. Dulles 
Director 


\ 


T?- — » /X^L/J Cow, ~i>&* 


y C-/L tur. / 

Xt i t'-'l X> fX*S£ r_ 

*' / C/‘ , ; ^ ' 


'fr'l 






&?asc: 


3^rv- s'* 



mi 


c 


0 


p 


Y 


PERSONAL AKD CO % r?JDS*:TUL 


Dr* Sidney Gottlieb 
Chief, Che-.ical Division 
Technical Services Staff 


Dear Dr* Gottliebs 


./C 












I have personalJy reviewed the files. frvi your office 
concern! n® v-n^dixperi^ent vnich is identified in the files* 

•Apparently in recorv.crviin't tiils-<*>:;*erir*er5l^to your superior 
you^eitiicrLdid^not-^iva r.ufficict:U-vairlil.- to- evid^nc.o in 
V\* f i 1 gr.-or- gfrann ta o.erlooJt it*— lo *ny event; -this is ^ . 

lolr.for+-you-Uvvt-ii opinion thaL-you exercise<L-vi»FyyC^.'*.* iw ^ 

poor judsnent in thij> caso* ^ 

u.^vw C*W. >wV kI. Sincerely, 

ci 


Allen W* Dulles 
Director 


cc: 


Security Office 
Personnel Office 





a »c i /v 


x ^ ar 
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Pias^at, avd cr.TinsTmL 

Pr. Sidney Gottlieb .. *<*•.•■ • 

Chief, fbenical Division - ^ '* 

Technical Servicos Staff ... / % 

Dear Dr* Gottlieb: f 

1 have personally reviewed the files frera your 
offico concerning the uce*of a (Jru^ on an uffiltUnit group 
of individuals* *h*sre i9 e ier.ee in your files that 
indicat 03 the necessity. for the use of this dru:' with 
caution on perser.s of nervovs te^peraneht. Apparently 
in roconncndlng the "nmittinT application of tho drug 
to your superior you either did not rive sufficient 
weight to ibis e vide roe or chose to overlook it* In 
any cvcr.t, this is tc infora you that it is ny opinion 
that you exercised very poor judgment in this caco* 

Sincerely, 

# 

/ 

Allen »!• Dulles 
Director 





cct Security Office (to Col* Edvards for "Special Handling") 

. * • ..*/« * * . 


/ 
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X-6&2*7 

yc*ca/i;iDX4 ioa t hs 

Kr. Da relic* cl CU. sea ccuUctei ky texepfxn* tc-uy ro tivix 5*rvic* request 
for information oa tr.eir Icr- r.fr 46-121. ouch i’orta indicates decedent *aa an 
employee ol‘ the arsy at Csu.p Ue trick* 

De Felice tnid tc hold up any reply until ha had checked -ith his cupericra and 


received approval. 

’ 

a 

- 

• 

tit even ten 

3/17/54 

* 


Ur* Da 1 slice called back on this data and said that vo could correspond with 
Civil service Ccnnisslcn c;» this case us long is retrained fro* associating the 
decedent ..ith the Central intelligence Agency. 


• us 3/17/54 
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SUBJECT: Frank R. Olson 


Mr* Olson, who committed suicide on 28 November 19$3, 
was a civilian employee of the U. S. A ray Chemical Corps 
then located at Camp Dietrich. At 0500 hours on 28 November 
1953, Colonel Sheffield Edwards', then the Director of Security, 
was called by Bernard Doran who asked for a meeting among Mr. 
Doran, Dr. Sidney Gottlieb, Dr. Gibbons, ind Colonel Edwards. 
During this meeting, it was related that Mr. Olson had been 
in New York City during the preceding week undergoing psychiatric 
treatment. l -drr^rr n rr s oH . Mr. Olson had been 

. accompani ed by Remr r=4ra sfrnr&€4c, a TSS ccploycc at that time. 

W.M r 5** L a s ! .^roo k and Mr. Olson had a roon at the Statlcr Hotel in 
^MIevt..York City. - At 0 2 30" ho uFsT^ r .h r» o k was awakened by a 
crash and discovered that Mr. Olson had dived through the 
hotel window. After this incident, Mr. Lishbrook called Dr. 
Gottlieb and then called the hotel desk wiich, in turn, called 
the police. 


Drs. Gibbons and -Gottlieb related ta the Director of 
Security the fact that on Wednesday and Tlursday, 1$ and 19 
November 1953,. a group of individuals froi Camp’ Dietrich and 
from TSS assembled at a cabin at Deer Crsak Lake. Dr. Gottlieb 
stated that there were seven (7) individuals (not fully 
identified) from Camp Dietrich and three u3) individuals from 
TSS. They stated that TSS liaison in comcction with the 
•’Special Operations" group at Camp Dictrish, had been kept on 
an EYES ONLY basis known only to a few persons in the Agency 
aAd at Camp Dietrich. It was stated that this liaison was 
known to G e n cr xts" 5 u - l i e fY g--frmS"XTtrtrr y of tie* Army Chemical Corps. 
The purpose of this liaison was to discus* their work on matters 
of mutual interest in the sensitive and overt fields. 


According to the information furnished by Dr. Gottlieb 
to Colonel Edwards, on the evening of 19 November, it was 
decided to experiment with the drug LSD cd. for the members 
present t6 administer the drug to thensclrs to ascertain the 
effect a clandestine application would hae on a meeting or 
conversation. Dr. Gottlieb stated that a"very small dose" 



DECLASSIFIED ON 

July 1975 by Authority of the DCI 


rvT 


i.iV'i 






k 


of LSD was placed in a bottle of cointreae and that all present, 
except two (2) individuals, had a drink thereof. Mr. Olson was 
included in this group. Dr. Gottlieb reported that the drug 
had a definite effect on the group to the point where they were 
boisterous and could not continue the meeting or engage in 
sensible conversation. Dr. Gottlieb stated that Mr. Olson, 
among others, complained of wakefulness during the night. 

The information contained in Colonel Edwards' memorandum 
for the record indicates that the LSD was administered with 
the knowledge of those present. However, a memorandum of 
conversation contained in I.G. files, dated 1 December 19S5 
and bearing the signature block of the then Inspector General, 
indicates that the LSD was given to eight (8) of the individuals 
present, but that they were not told what they had been given 
until 20 minutes afterwards. However, the use of some drug of 
the LSD type had been discussed with Caop Dietrich representatives 
by Dr. Gottlieb and they all had agreed that an unwitting experi- 
ment would be useful. 

On Tuesday, 24 November 1955, the Commanding Officer of 
Special Operations, C o d oi nt - atnnt e Tsn frr called Dr. Gottlieb 
and stated that Mr. Olson appeared mentally depressed. Dr. 
Gottlieb then suggested that Mr . * Lushbrook take Mr. Olson to 
New York City to be treated by D r. A br assort. From that point 
there were a scries of psychiatric treatroats in New York City 
until 28 November when it had been planned to place Mr. Olson 
in a sanitarium called Chestnut Hotel near Rockville, Maryland. 
Because Messrs. La^Wrroo4^ and Olson had met been able to make 
plane - reservat ions , they stayed overnight at the Statler on 
28 November when the suicide occurred. 

Subsequent to this incident, the matter was investigated 
by the I.G. staff, which recommended to St* Allen Dulles that 
Drs. Gibbons, Drunm, and Gottlieb be reprimanded. I, G. investi- 
gation determined that Mr. Frank IVisner ani Mr. Richard Heins 
were not aware that this experiment was t* be conducted. 

Files of this Office reflect no indication that this 
experiment was part of any formal project* 
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29 January 1075 




4« A note in the record dated 23 October 1053 bv Dr. 

Z. !!. Cur.hinq (Scientific Advisor to the A D/Of; I) notes that 
*IfcSO hm oreoared a no*# net ot ‘'by 1 aws" for the Comittoo, 
which *..*11 i include aonrovnl of testing of drucs on volunteer n 
Alcona Acencv corsonnc!**. A reference of 20 October 1053 also 
by Cushlm refers to draft ro~oranda to bn returned to the 
AU?IC!:0".:; Car.nitteo, one of vhich is entitled H .C::oeriner.vnl 
Project Utllltlna -'mince Volunteers**. ?To conv of this ;:rr*o- 
randun could be fo *nd. A record of n con vernation between 
Dr. H. !t. Chiidvall , ,V)/0;‘.I and Dr. *.’illlr. Gibbans of OTZ dated 
14 December 1033 refers to the Schwab activitv at Dotrick and 
contains the following cryptic notations 

•Lovell know of Vrank H. Olson. !lo 
• inhibitions, Uarinq of inner nan* 

Suicidal tendencies. Offensive 
usefulness?* 


BE ST m iNIWl ) 



S 1 JM 1375 


MEMORANDUM FOR THE RECORD 
SUBJECT : Project ARTICHOKE 


It 


I 

/ 

, In the review of file i r. format ion contained in SRS 
materials* one incident which occurred in Novenbcr 1935 
appears worthy of note. Although it was not clear from file 
information whether or not the incident occurred under the 
auspices of Project ARTICHOKE, the incident did involve use 
of LSD in. an experimental exorcise. One Frank OLSON, a 
civilian employee of the Department of the Amy, committed 
suicide a week or so after having been admin is tered LSD by 
an Agency representative. Details concerning this incident 
apparently will be reported in a separate memorandum, but 
it appears that the drug was administered to several unwittin 
subjects by a Dr. GOTTLIEB, at that tine a branch chief in 
TSS (now 0T. C ) . A short time after the ISO w*as administered, 
the subjects were told that they had been given LSD. On 
the day following the experiment, OLSON began to behave in 
a peculiar and erratic manner and was laten placed under the 
care of a psychiatrist. A few days later, OLSON crashed 
through a Window in a New York hotel in an apparent suicide. 

A memorandum dated 1 December 1953 from the IG Staff 
caused the impoundment of all LSD materials. Information 
contained in the above mentioned files reflected that the 
drug had been administered without the frior knowledge or 
approval of the Office of Security . or tie Office of Medical 
Services. 
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31 JA.* 1 1375 


MEMORANDUM FOR THE RECORD 
SUBJECT: Identity 1 


"«••««« 


12. In the review of file information contained in 
Identity 2 materials, one incident which occurred in November 
of 19S3 appears worthy of note. Although it was not clear 
from file information whether or not the incident occurred 
under the auspices at Identity l, the incident did involve 
use of LSD in an experimental exercise. Identity 17 committed 
suicide a week or so after having 'been administered LSD by 
an Agency representative. Details concerning this incident 
apparently Will be reported in a separate memorandum, but it 
appears that the drug was administered to several unwitting 
subjects by Identity 1$. A short tine after the LSD was 
administered, the subjects were told by Identity IS that 
they had been given LSD. On the day following the experiment. 
Identity 17 began to behave in a peculiar and erratic 
Banner, and was later placed under the care of a psychiatrist. 
A few days later. Identity 17 crashed through a window in a 
Kew York hotel in an apparent suicide. 


13. A memorandum dated 1 December 1953 from Identity 19 
caused the impoundment of all LSD materials. Information 
contained in the above mentioned files reflected that the 
drug had been administered without the prior knowledge or 
approval of the Office of Security or Identity S. 


6 
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IDENTITY SHEET 


Identity 1. Project ARTICHOKE 

Identity 2. Security Research Staff, Office of Security 

• ’ , •' : 7 

Identity .5. Office of Medical Services (OMS) 


Identity 17. Frank OLSON, a Department of Amy civilian 
Identity IS. Dr. GOTTLIEB, OTS 


Identity 19. Inspector General Staff 
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3 February 1975 


MEMORANDUM FOR THE RECORD 
SUBJECT: Project ARTICHOKE 




7. Little information pertaining to the suicide of 
Frank OLSON was found in the collection of materials made 
available by DDS5T. However, one brief memorandum dated 
14 December 1953 mentioned the OLSON incident. The memoran 
dura stated in part "l.OVELL reported that QUARLES and George 
MERCK were about to kill the Schwab activity at Detrick as 
"un-American." The memorandum later continued "LOVELL knew 
of Frank' R. OLSON." 


- 2 - 
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'5 February 197S 


MEMORANDUM FOR THE RECORD 
SUBJECT: Project ARTICHOKE 


1. In the conduct of investigating Project ARTICHOKE, 
attempts were made to locate and review all available 
Offi-cc of Security information pertinent to Project ARTICHOKE. 
The information base for the r.cmorandua "Tab A" was the 
materials found in old SRS files, specifically a box of 
materials provided out of retirement from KTC. Tho 
referenced box of materials also contained a file entitled 
".LSD," pertaining primarily to one Frank OLSON. Much of 

the information contained in the "LSD" file appeared to be 
I.G. file information. The Office of Security file on 
Frank OLSON was not reviewed ns the OLSON matter was to 
be handled separately by a different reviewer. * -* 

2. In searching Office of Security records, an indices 

card for a Project BLUEBIRD was found ia SRD, reflecting an 

OS file number 69 20S. However, an exhaustive effort to 

locate such file met with negative results. No record was 

found in SRD of any file entitled Project ARTICHOKE. It was 

speculated' that perhaps the Project ft LIS BIRD file was purged 

or destroyed routinely, and perhaps the indices card was 

inadvertently lett in the file. However, the fact remains 

that although an indices card reflecting Project* BLUEBIRD 

was found, no file could be located. 

* 

5. In attempting to locate all available information 
pertinent to Project ARTICHOKE inquiry, Messrs . COLE, SOI.IE, 
and * were contacted and their assistance was obtained. 

4. As reflected in "Tab C" a memorandum was prepared 
Utilizing information from DDS&T sources. Old OSI information 
was reviewed for pertinent information regarding Project 
BLUEBIRD and Project ARTICHOKE. 


♦CIA Officer 

# 
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5. According to Mr. Robert GAM3IN0, a review by 
Office of Medical Services personnel for pertinent 
Project ARTICHOKE natcrials initially failed to reflect 
relevant data. However, Dr. TIETJEN' of Medical Services 
is reported to maintain certain sensitive files in his 
own safe, and on his return to duty, will search further 
for pertinent Project ARTICHOKE materials. 

(. In response to direction by Mr. GAM3TNO, Mr. Bill 
SAMPEY of DDS5T was contacted on 51 January 1975 in an 
attempt to review "OTS records for pertinent Project ARTICHOKE 
materials. Mr. SAMPEY reported that a discussion with 
Mr. Sayre STEVENS revealed tha t OTS had no pertinent records 
available. Mr. SAMPEY reflected that the Office of the DDSf ( T 
had ""one back to OTS seven or eight tines" to obtain Project 
ARTICHOKE information, but none apparently remained in OTS. 

It has been reported that Dr. Sid COTTLIEB destroyed a .number 
of boxes of materials prior to his termination of Agency 
employment. 
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5 February 1975 

MEMORANDUM FC?.s Director of Central Lttclli-cnco 

SUBJECT I CIA Hf.D and Tciiing of Behavioral 

Drugs 


*; /) 

Donald F. Chamberlain 
Inspector General 
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Drug- related Death of an Investigation 

6* The predecessor organisation of the Office of Technical 
Service also was interested in behavioral drills, although none of 
tho office's records on this activity arfc in existence, having been 
destroyed in January 197 3, As noted above it participated in the 
meetings .of the so-called ARTICHOKE Committee,, That office 
maintained liaison with personnel at Camp Diclrick, with whom 
meetings were held once or twice a year to discuss questions 
involving bchavorial drugs. At one such meeting at Deep Creek 
Lake in Maryland, IS-1° November 1953, with seven representatives 
from Comp Diclrick and three from CIA, eight of those present wore 
administered LSD which had been introduced into a bottle of Cointreau, 
Although records of an inquiry by the Inspector General into the 
Incident indicate that those present discussed testing on unwitting 
persons, and agreed in principle that such a program should be 


- 2 - 
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explored, none of them were advised until some 20 minutes after 
they drank the Cointreau that it had been treated with LSD* Of the 
lv/o who did net take it, one did not drink alcoholic beverages at 
all and the other refrained because of a heart condition. One of 
the members of the group, a civilian employee of the Department 
of Army named Frank R. Olson, had serious after-effects. He 
was sent at CIA expense, with an escort from CIA, to New York 
where he received treatment from a psychiatrist, commencing 
24 November. While in New York for this treatment he threw 
himself through a closed window in his room on the tenth floor 
of the Statlcr Hotel, falling to Ids death, CIA, "in a document of 
9 December 1953, signed by it r General Counsel, certified that 
Dr* Olson's death resulted from "circumstances arising out of an 
experiment undertaken in the course of his official duties for the 
United States Government." This was the official position of the 
Agency, established for the purpose of assuring that the survivors 
of Dr. Olf.on received compensation from the DEC. Dr. Olson 
had experienced some instability and delusions prior to the 
Incident, and it was judged that the drug served to trigger the 
• act leading to his death. Official reprimands were issued by the 
DCI to three CIA employees held responsible for the incident* 


v 
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Behavior *1 Drt:?s 
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Drug* related Death of an Investigator 

8, The predecessor organ iz .''.lion of the Office of Technical Service 
was the focal point for the operational investigation of behavioral drugs, 
Although none of the office* s records on this activity arc in existence, 
having been destroyed in January 1973. As noted above it participated 
’In the meetings of the so-called ARTICHOKE Committee. That office 
maintained liaison with personnel at Jden 6 with whom meetings 

were held once or twice a year to discuss questions involving behavioral 
drugs. At one such meeting at * Iden 7 in Maryland, 

Iden 8 1953, with seven representatives from Iden 6 t and 

three from CIA, eight of those present wpre administered LSD -which had 
been introduced into a bottle of Cointreau. Although records of an inquiry 
by the Inspector General into the incident indicate that those present 


- 3 - 
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discussed testing on unwitting persons, and agreed in principle 
that such a program should be explored, none of them were advised 
until some 20 minutes after they drank the Cointreau that it had 
been* treated with LSD. Of the two who did not take it, one did 
not drink alcoholic beverages at all and the other refrained be- 
cause of a heart condition. One of the members of the group, a 
civilian employee of the Department of Army named Iden 9, had 
serious after-effects. He was sent at CIA expense, with an 
escort from CIA ti>Ncw York where he received treatment 
from a psychiatrist, commencing Iden 10. While in N T cw York for 
this treatment he threw himself through a closed window in his room 
on the tenth floor of the Icon 11, falling to his death. CIA, in a 
document of Icon 12, signed by its General Counsel, 'certified iden 9 
death resulted from "circumstances arising out of an experiment 
undertaker, in the course of his official duties for the United States 
Government. " This was the official position of the Agency, established 
for the purpose o: assuring that the survivors of Iden rj received com- 
pensation from the ;>EC. Iden 9 had experienced some instability and 
delusions prior to the incident, and it was judged that the drug served 
to trigger the a.cl leading to his death.. Reprimands were issued by 
the DCI tc two CIA employees held responsible for thb incident. (See 
Tab AV 

% 


4 



1129 


JDEN § 


Pehavioral Drugs arul Testing 

TRUE 


6 

7 

8 
9 

10 

11 

12 


Camp Dietrich 

Deep Cn-ck Lake 

18-19 Novcmiit r 

% m 

% 

Dr. Frank R. Olson 
24 November 
Stktlcr lintel 
9 December 1953 
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ROUTING AMD RiCCriD 


Alleged Illegal Dor.cstic Activities 
(Suicide of Frank R. Olsen) 


fto* f / 

(4*| jNrTi irlcs K. Kane 
^Director of Security 

Ul«VO« 

6777 


H>» . 4 

11 JOL'975 

tO: tONi* *w« »»»*», r4 

DaH | 

•fGtw-ie !*o*«**ew©; 

1 

i 

! 1 

CO^'VlNli (Nw»fc»* • •*** I* |K«» *»#«% w+n— 

i. 

DDA 

■ 

■ 

18 


I. 

■ 

■ 

■ 

*' Inspector General 

■ 

■ ■ 
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1 1 JUL 1975 


Inspector General 

Mr. Allan E. Brody 

Deputy Director for Administration 

Alleged Illegal Domestic Activities 
(Suicide of Frank R. Olson) 


1. Reference is made to a 10 July 1975 request from 

Mr. Allan Brody of your Staff concerning the location of 
certain documents related to the 1953 suicide of Mr. Frank R. 
Olson. Mr. Brody requested that the Office of Security review 
tho pertinent files concerning the suicide in an attempt to 
locate certain memoranda which had been prepared by the then 
Inspector General (Mr. Lyman Kirkpatrick) concerning the circum- 
stances surrounding Mr. Olson's death, r 

2. A review of the documents contained in an Office of 
Security soft file entitled "LSD Material" disclosed several 
memoranda related to Mr. Olson which were of interest to the 
Inspector General, During discussions with Mr. Brody and 

Mr. Scott Breckinridge on 19 July 1975, Mr. Brody requested that 
he be furnished with a copy of the entire "LSD Material'* soft 
file to aid in his review of the Frank R. Olson matter. 

3. Per the above discussions, copies of the entire "LSD 
Material" file are being forwarded herewith. 

4 . This .memorandum will further serve to confirm that on 
10 July 1975 a copy of the entire Office of- Security file con- 
cerning Frank R. Olson (SF?98 450) was delivered to Mr. Allan 
Brody per his request upon the authorisation of 

Deputy Director of Security (PSI). 


MEMORANDUM FOR: 
ATTENTION : 
VIA s 
SUBJECT : 


Att 



Director of Security 


j 


70-026 0 - 76-72 
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.JlFAOBl WAF030C 1 542) (2-0 1 3S41E25I) PD 09/07/75 

ICS IPMHTZZ CSP 

5165927049 COLLECT TD4T COLO SPAING HARBOR MY 512 09-07 0342P EST 
P^SSEMATOR EDWARD H KENNEDY CHAIRMAN SUB CONN XT TEE ON ADMINISTRATIVE 
PRACTICE AND PROCEDURE, DLR 
ROOM 3214 NEW SENATE OFFICE BLDG 
WASHINGTO N DC 20510 

IN RESPONSE TO A TELEPHONE REQUEST RECEIVED TODAY BY MR J MICHIE 
THIS TELEGRAM IS AN ATTEMPT TO COMPLY WITH MR NICHIE*S QUESTIONS. IN 
VI EW OF THE FACT THAT ALL OF HIS QUESTIONS GO BACK 15 YEARS OR MORE 
THE FOLLOWING DATA MUST IN EVERY INSTANCE BE PRECEDED WITH +T0 THE 
BEST OF MY RECOLLECTION*, I WAS A CONSULTANT TO THE DEPARTMENT OF - 
THE ARMY IN PSYCHOLOGY AND PHYSICAL CHEMISTRY IN THE EARLY AND LATE 
1950* S. DR DILL OF THE MEDICAL' DIVISION AT EDGEWOOD KNEW OF MY 
INTEREST IN SEARCHING FOR A CHEMICAL BASES FOR MENTAL ILLNESS. THE 
DISCOVERY OF LSD OPENED A NEW AVENUE OF RESEARCH, FOR EXAMPLE IF WE 

{RS-Ml 
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COULD FIND All ANTIDOTE FOR LSD ME HIOHT BE ABLE TO HELP HENTAL 
ILLNESS HE ASKED IF l MOULD UNDERTAKE TO STUDY LSD I AGREED. 
SUBSEQUENTLY DR GOTTLIEB VISITED HE IN NEM YORK. HE IDENTIFIED 
HIMSELF EITHER AS DOD OR CIA. ME DISCUSSEO VARIOUS ASPECTS OF 
RESEARCH MHICH INTERSTED US BOTH. A PROJECT MAS SET UP AT MOUNT 
SINAI HOSPITAL NEW YORK CITY. IHIS RESEARCH MAS SUPPORTED BY 
GESCHICftER FOUNDATION AT ITS INCEPTION AND LATER BY THE MACY 
FOUNDATION. THE DEPARTMENT OF THE ARMY AND DR GOTTLIEB AS WELL AS 
OTHERS MERE INTERESTED IN THE RESEARCH WHICH MAS AND HAS BEEN MADE 
AVAILABLE IN MORE THAN 4> PAPERS AND IN 2 BOOXS EDITED BY HE. ON 
INVITATIONAL COMMAND I RECALL HOLDING A SEMINAR AT EDGEWOOD COVERING 
SOME ASPECTS OF THE RESEARCH ON LSD. OTHER WORK MHICH I RECALL WHtCH 
MAS OF INTEREST TO ME AT EDGEWOOD MAS PANIC IN POPULATIONS. I SAM MR 
OLSON APPROXIMATELY 4 TINES. HE MAS VERY DISTURBED PSYCHOLOGICALLY. 



AS OUR INTERVIEWS PROGRESSED IT 3 EC ARE CLEAR THAT HOSPITALIZATION 
VOULO BE THE MOST DESIRABLE PROCEDURE. HE FINALLY AGREED TO THIS AND 
ARRANGEMENTS MERE MADE TO HOPITALIZE HIM AT CHESTNUT LODGE MARYLAND 
HAROLD A ABRAMSON 
NNNN 


CONTRACT SUMMARY 


INVESTIGATOR 


INSTITUTION 


OATES CONTRACT NUMBER 


Robert R. HOLT, PhD 
& 

Leo GOLOBERGER, PhD 


Research Center for OCT 58-OCT 59 AF 33 (616) 6103 $ 

Mental Health, New York 

University 


TITLE: "Research on the Effects of Isolation <j>n Cognitive Functioning" 

i * 

MILITARY IMPACT: Information on human functions during long periods of Isolation, 

! as in prolonged manned space ventures. I 

i 


COST 
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CONTRACT SUMMARY 


INVESTIGATOR 

INSTITUTION 

DATES 

CONTRACT NUMBER 

COST 

Amedeo S. MARRAZZI, 

University of Minnesota 

OCT 64-OCT 65 

AF-AFOSR 764-65 

$ 56,313.00 

MO 


l 


( 



SEP 66-SEP 67 

AF-AFOSR 764-67 

27,535.00 


SEP 68- SEP 69 AF-AFOSR 1334-67 27,440.00 


TITLE: "Chemical Changes in Learning" 


MILITARY IMPACT: This is a study of specific chemical changes which have been found 
by some investigators to occur during learning. How patterns of 
learning are laid down and stored in the brain is important to 
studies of new classes of computers. 
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CONTRACT SUMMARY 


INVESTIGATOR 

INSTITUTION 

DATES 

CONTRACT NUMBER 

COST 

Amedeo S. MARRAZZI, 

University of Missouri 

OUL 69-MAY 70 

AF-AFOSR 69-1821 

$ 27,440.00 

MO 


MAY 70-MAY 71 

AF-AFOSR 69- 1821 A 

28,583.00 


TITLE: "Aerospace Stress and Human Reliability" 


MILITARY IMPACT: One of the very serious problems in the Air Force is the ability of 
individuals to perform under stress of various sorts and degrees and 
• remain competent and trustworthy. The results when applied would be 

useful in hunjan reliability testing programs in the Air Force and 
could be significant as a way to enhance learning and memory. 


/ 
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CONTRACT SUMMARY 


INVESTIGATOR 

INSTITUTION 

DATES 

CONTRACT NUMBER 

COST 

Neil R. BURCH, MD 

Houston State Psychiatric 

JUL 64-JUL 65 

AF-AFOSR 727-65 

$ 58,303.00 


Institute (Baylor 
University, College of 

JUL 65-JUL 66 

AF-AFOSR 951-65 

65,736.00 


Medicine) 

JUL 66-JUL 67 

AF-AFOSR 951-66 

88,327.00 



JUL 67- JUL 68 

AF-AFOSR 951-67 

68,412.63 


TITLE: "Psychophysiological Correlates of Human Information Processing" 


MILITARY IMPACT: The results of the research will have direct potential application 
to problems of interrogation. The finger plethysmogram and EEC 
variables may appreciably increase discrimination over that obtainable 
with the variables currently used. If generally applicable classes 
can be define, these may be employed in programming an online automatic 
analysis of data from interrogation. 
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CONTRACT SUMMARY 


INVESTIGATOR 

INSTITUTION 

OATES 

CONTRACT NUMBER 

COST 

William T. LHAMON, 

Baylor University Medical 

APR 56- APR 57 

AF 18 (603) 79 

$ 55,200.00 

MO & 

Center 


Neil R. BURCH, MD 


APR 57-APR 58 
1 

AF 18 (603) 79 

74,42(1.00 



APR 58- APR 59 

AF 18 (603) 79 

60,000.00 



APR 59-APR 60 

AF 18 (603) 79 

60,000.00 



APR 60-APR 61 

AF 18 (603) 79 

40,000.00 


TITLE: "Investigation of the Effects and Mode of Action of the ’Psycho-chemicals' on 

Human State of Consciousness" 


MILITARY IMPACT: The effects of psychotomimetic drugs on states of consciousness, for 
individual performance and group activity. Identification of psycho- 
tomimetic drug poisoning on individuals and groups with related activity 
being maintained. Perceptual disortations will be studied and means of 
counter-protection will be explored. 
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CONTRACT SUMMARY 


INVESTIGATOR 

INSTITUTION 


DATES 

CONTRACT NUMBER 

COST 

Sanford I. COHEN, MD 

Duke University Medical 

OCT 

57-0CT 58 

AF 49 (638) 354 

$ 20,000.00 

& 

Albert J. SILVERMAN, 

Center 

APR 

59-MAR 61 

AF 49 (638) 354 

40,049.00 

MD 


APR 

61 -MAR 62 

l 

AF 49 (638) 354 

40,049.00 


APR 62-OCT 62 AF 49 (638) 354 000.00 


TITLE: "Psychophysiological Mechanisms of Stress Responsivity" 


MILITARY IMPACT: 1) Developing the ability of identifying characteristics of human 

beings which are most related to the functions that are expected 
to be performed in various situations. 

2) Developing the ability to predict the responses various individuals 
would make in certain situations at certain times when asked to 
perform in various environments. 

3) Clarification of the mechanisms underlying the responses; the 
identification of the factors causing the responses at any 
particular time could possibly enable one to develop specific 
means to alter or modify the responses in any desired fashion. 
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J KC Ai’ACI TAT i NC AGLN'T." TI.S.TD AT ARMY 
ME!)) CAL RLtLAUCH OltY (EY 61-67) 


A^rn r 

Alt o'tol 

Atropine 

B7. 

Ditrcn 

LSD 

Prolixin 
Sco' n) —nltio. 

Scco:i6l 
Thor.*.? j no 
TrU.*fc;» 

K/i 1653 
TA 1/2? 

};A 22 ?3 
* * KA 344 3 
>3\ 3520 
- I*A 3SJ50 
. CS ’27349 
21C437 
219362 


/ 


22054S 



INCAPACITATING AGENTS TESTED AT ARMY 
MEDICAL RESEARCH LABORATORY (FY 61-67) 


(Cont '«» 

A;.r nt 

301060 

302034 


3020C9 


302196 


30236(5 
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LIST OF AGENTS SE» -< HUMAN VOLUNTEERS 

* 


U.S. ARMY MEDICAL RESEAR* It ITUTE OF INFECTIOUS DISEASES 
FORT DETRICK, F* -OF/ •* K, MARYLAND 21701 


12 Aug 1975 


1958 - 1962 
Tularemia Vaccine 

Rift Valley Fever Vaccine 1 

Venezuelan Equine Encephaloraye' II ’accine 
Western Equine Encephalitis Va ciw 
Yellow Fever Vaccine 


1963 - 1967 
Tularemia Vaccine 

Venezuelan Equine Encephalomyeliti /accine 
Bacterial Endotoxin 
Q Fever Vaccine 

Antibiotic Therapy l 

Sandfly Fever 4 

Low Dose Cortisol Administrate 
Plague Vaccine 
Yellow Fever Vaccine 
Eastern Equine Encephalitis Vaccine 


1968-1973 


Yellow Fever Vaccine 

Eastern Equine Encephalitis Vaccine 

Sandfly Fever 

Tularemia 

Chloromycetin^ 

Generic Preparation of Chloram >en i ' 1 
Venezuelan Equine Encephalomye : is /accine 

Adenovirus Vaccine p * 

Western Equine Encephalitis VaK i* j 

Venezuelan Equine Encephalomye :* I Jh' ^m..une Globulin 

Rift Valley Fever Vaccine 

Chikungunya Vaccine 

Plague Vaccine 


NO VOLUNTEER STUDIES SINCE 1973 


p 


t nnWnmmBr > 
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DRUG 

1955-1959 


DRUG 

* 


March 1962 to PRESENT 


EA 1778 

EA 1476 

792 

DM 

CS 

CN 

Chloropicrin 

GB 

Nasal Toxic Inhala 
SHTP 

Atropine 

Mustard 

Skin Lipids 

Stypen Coagula Tine 

Malathion Powder 

Dibenz 


I960 to March 1962 

VX 

GB 

Thorazine 

LSD 

SNA 

PAM- PS 

CS 

BSP 

Atropine 

Urecholine 

tmb 4 

GF 

GA 

Neostigmine 
Amphetamine like cpds 
BZ 
ThA 

D-tubocurarine 

mu> 

Crcosol/N-ethylmorphol ine 
Detran (JB329) 

Dcxedrine 

Carare 


EA 2233 
LA 3148 
Win 19362 
18437 
CS 27319 
EA 3443 
EA 3S28 
EA 3580 

EA 3580/VX/PAM 
CAR 302,034 
302,089 
302,368 
301,060 
302,282 
302,668 
302,582 
302,537 
• 302,196 

220,548 
226,086 
EA 2277 (BZ) 

EA 3834 

McN-JR-4929 

EA 3167 

BSP 

BZ 

CS 

DFP 

GB 

GB c PAM 

Vasoxyl 

Valium 

GD 

ICG 

PABA 

PAH 

PAH c PAM 
PAM 

PAM/ATRO 


1HA 

VX 


Disodiumfluorescinctcthyleneglycol 
Seco Barbitol j 

Dibulaline I 


VX/SCOP 
VX/PAM 
Atropine 
Hama t rapine 
Methyl Atropine 
AmyJ Nitrate 
Antipyrinc 
BAT 

Benactyzine 
Benac/ Atropine 
Benac/TMB^ 

Caffeine 

Compazine 

Dexadrine 

Ditran 

Dilantin 

Ethanol 

Ethanol c Ritalin 

Ethanol c Ihorazine 

Ethanol c Scopolominc 

Ethanol c Valium 

Heparin 

Inderol 

Isuprel 

Lanoxin 

Lidocaine 

Pan i no 

Phenoharbital 

PJiysostigmine 

Prolixin 

Ritalin 

Sodium Amytal 

Sodium Nitrate 

Sodium Pentobarbital 

Sod Pen to c Scopolominc 

Scopolominc 

Scop and Phvso. 

Scop and Thorazine 

Scop and Prolixin 

Secobarbital 

Thiamine 

Thorazine 

Toxogonin 

Trilaton 
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ALEXANDER NAIMON 

ATTORNCV AT LAW 


853 Loxford Terrace 
Silver Spring, Maryland 


October 20, 1975 


The Honorable Edward Kennedy 
Chairman, Sub-Committee on Health 
Committee on Labor & Public Welfare 
U.S. Senate 
Washington, O.C. 

Dear Senator Kennedy: 

I trust my submission of this statement for inclusion in the Record 
of your Sub-Committee's September 10, 1975, hearing concerning the 
DHEW-DOD Memorandums of Understanding will not be considered 
presumptuous, and will be considered a useful supplement to the fine 
statements heard that day of Surgeon General of the Army, Richard 
Tayloo and Dr. Alexander Schmidt, Commissioner of FOA. As the 
classic Japanese film, RASHOMON, made clear, events in retrospect 
look quite different when viewed from the different perspectives 
of the several participants, and so it is with the clinical use 
of Investigational drugs by the military in the early 1960's. 

This limitation on any one individual's perceptions should be kept 
In mind throughout this statement. 

I speak from the vantage point principally of conceptual izer (and 
so to an extent defender and explainer) of the arrangement worked 
out between DOD and DHEW in the period between late 1962 and 1964 
for the cltnical use of investigational drugs by the military 
Departments. I believe it to be inevitable that In this Sub- 
committee hearing concerning matters most of which occurred more 
than 10 years ago, certain perspectives will be lost, and It is my 
purpose to draw attention to some of those perspectives to which I 
am most sensitive. 

First and foremost Is the work of the Army Investigational. Drug 
Review Board (AIDRB) itself under the February 1964 Memorandum of 
Understanding. To the best of my knowledge, none of the Sub- 
committee's causes celebre and other cases Involving either alleged 
mismanagement of or adverse results In the use of Investigational 
drugs on the part of the Government involved the AIDRB at all. The 
cases of those whose use of investigational drugs was later shown to 
have been mismanaged all appear to be cases which either antedated 
the creation of the AIDRB, or which were' never referred to the AIDRB 
for its review and approval. (Discussion here Is limited to the 
AIDRB, because it is DOD's most significant investigational drug 
review board, and because It is the one with which I was associated, 
but It is assumed that the others had similar experiences).. 
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Next, the Impression appears widespread that FOA was first required 
by the Kefauver-Harrls Drug Amendments Act of 1962 to control the 
use of Investigational drugs, and has failed to do so. In fact, 
as far back as 1938, the Food, Orug, and Cosmetic Act authorized 
FOA to regulate new drugs, but FOA chose not to regulate new drugs 
In their Investigative stage, but only after they had been approved 
as new drugs. With the occurrence and coming to the attention of 
the public of the thalldamlde cases In 1962, however, FOA finally 
decided that controls were Indicated at an earlier stage In a new 
drug's development. Inasmuch as thalldamlde was never approved for 
marketing In the U.S. (thanks to Or. Frances Kelsey), wreaking all 
Its damage In the United States In Its Investigational drug stage. 

So It Is significant to note that FOA left Investigational drugs 
unregulated from 1938-62, and first proposed regulatlnq them in 
August 1962, citing authority contained In the 1938 Act as authority 
for such regulation. This Is Important to note because when FDA 
finally did promulgate regulations to control use of Investigational 
drugs. It exempted from the regulation's coverage investigational 
drugs being studied by certain investigators whom FOA considered 
very expert and responsible in handling such investigational drugs. 

In essence, as will be described infra, my policy conception of 
the proper DOD-DHEW relationship, an Implied part of the 1st 
DOD-DKEW Memo of Understanding, was that FOA should treat the three 
Surgeons General of the military departments as responsible officials 
who could be trusted to assure that only responsible Investigators 
would be In charge of research projects involving the clinical use 
of Investigational drugs being paid for by the three military 
medical services, whether through extramural or intramural arrange- 
ments for such study. That this was a sound approach v/as brought 
home to me and placed within a philosophical, ethical, and legal 
frame of reference by the eminent lawyer, and Incidentally one of 
the high officials who approved the 1964 Memo of Understanding 
(from a legal standpoint), Alanson Wilcox, General Counsel, DHEW. 

Mr. Wilcox, In a carefully worded and thoughtful speech, indicated 
that the thrust of DHEW's regulations controlling the clinical use 
of Investigational drugs was not designed to limit in any significant 
way, if at all, the way responsible companies, sensitive to their 
scientific integrity and moral and ethical responsibilities, con- 
ducted their investigational drug cljnical studies. He asserted 
that the new regulations covering Investigational drugs were^only 
designed to get at "the bad apples In thebarrel", to Identify 
them, and ferret them out; he stated further that the vast bulk of 
commercial pharmaceutical firms already used appropriate ethical 
and scientific practices, and that the regulations were not designed 
to limit such operations. It therefore was no’: great jump in 
reasoning to go from that view by DHEW's General* Counsel to the one 
further step of considering 000 studies, when carefully monitored, 
to have a similar trustworthy base, using the premise that 000 Is 
also a government agency, equally dedicated as FDA to the public 
Interest even If viewed from a different, perspective, and certainly 
one as worthy as the better drug companies of being trusted by FDA. 

In fact, this 1962-4 rationale to some extent presages certain 
current legislative proposals, such as contained in the Nelson bill. 
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S.1321, 94th Contress, in that they place responsibility for testing 
the safety and efficacy of Investigational drugs (as distinct from 
discovering or Inventing them) in the hands of a government agency 
rather than the drug concern which will market the drug when approved 
by FOA as "safe and effective." The fact that the Kefauver-Harrls 
Drug Amendments Act of 1962 was subsequently enacted, while consistent 
with the desires of FOA and The Surgeon General of the Army to 
tighten up on the clinical use of Investigational drugs* should 
therefore be seen as a condition subsequent to the conception of 
the Memorandum of Understanding, rather than the basis for it, 
contrary to some views expressed at the September 10 hearing. This 
distinction brings out the authority of FDA to use "selective 
exemptions" or inter-Departmental Memos of Understanding as a 
method of administering a regulatory statute, especially where 
enforcement resources are limited. 

Next, while non-classified research programs involving the clinical 
use of investigational drugs were only listed as the 2nd of 3 types 
of drug investigations covered by the DOD-DHEW Memo of Understanding 
(February 18, 1964), and classified clinical investigations of drugs 
were listed as the 1st such type, the fact is that the milieu out 
of which the agreement arose show almost conclusively that it was 
the unclassified drug studies rather than the classified drug 
studies which lay at the heart of- the Surgeon General of the Army's 
interest In the agreement. The classified drug studies referred to 
in item 1 of the February 18 Memo of Understanding were In fact an 
afterthought, only a minute part of the Army Surgeon General's 
frame of reference. It follows that any additional weight given 
the classified studies in the Memo of Understanding must hake been 
Initiated somewhere within DOD between The Surgeon General and 
Deputy Secretary of Defense Vance. This assessment of the situation 
is based on the fact that the February 1964 Memo of Understanding 
was a culminating document, based on draft regulations previously 
prepared in The Surgeon General's Office in 1963 and correspondence 
within and between the two Departments antedating the Memo of Under- 
standing, rather than an originating Document, whose policies would 
have-started with such document (See enclosed proposed draft Army 
Regulation, dated 13 February 1963, and draft DOD letter to 
Secretary Celebrezze, circa May 1963). In these enclosed background 
papers, it Is clear that classified drug studies were almost out of 
mind, since, to the best of my knowledge, the Office of the Surgeon 
• General was Involved in very few, if any, classified drug studies 
at the time. Such classified drug studies were generally conducted 
by Class I activities, e.g. Edgewood Chemical Center, an Army base 
not under Surgeon General command. Although medical officers were 
assigned to monitor the medical aspects of any such studies In- 
volving the use of human subjects, these medical officers were 
staff officials assigned to the Class I commander, and not to The 
Surgeon General on matters of administration. It is not very 
surprising therefore that the Class I commanders, jealous of their 
prerogatives, as are most commanders similarly situated, chose not 
to consult The Surgeon General on such studies, even after promulgation 
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and distribution throughout the Army of AR 40-7 In 1964, Implementing 
the DHEH-DOD Memo of Understanding of February 1964. In essence, 
the proposal of The Surgeon General In December 1962, ultimately 
approved In the Memo of Understanding In substance, was largely 
Intended to give the Surgeon General an overall cognizance and 
control within the Army staff over clinical drug Investigations, 
mostly If not entirely unclassified taking -pTace under Army medical 
research contracts and In Army hospitals under Surgeon General 
cognizance, and at other places where the Army activity under 
AR *0-7 was required to apply for Surgeon General approval, and to 
add both a level of scientific review, l.e. the AIDRB, In addition 
to the then existing review by Army medical officers who were Project 
Officers of medical research projects under Army Medical Service 
contracts with universities, hospitals, etc., and a further level 
of approval, l.e. personal administrative approval by The Surgeon • 
General. Particularly these additional review requirements were 
Intended to demonstrate to FDA that such studies could be monitored 
carefully and scientifically by Army medical experts as good or 
better than FDA could apply to this situation In 1962-4. At this 
time, FDA had only 2 pharmacologists on its staff, to the best of 
my recollection, and was having difficulty recruiting more. In 
addition it should be noted that it was acknowledged fairly widely 

. that the Army anti-malarial drug studies dating back to World War II 

had been widely acclaimed not only for the high scientific level 
maintained, but for the huge successes It had achieved in discovering 
primaquine and chloraqulne, all apparently with due regard for the 
rights of prisoner subjects equal or greater than available under 
other auspices. These studies had been conducted by the University 
of Chicago, among others, under an Army contract, under which there 
had always existed harmonious relationships between the University's 
Principal Investigator and the Army's Project Officers, including 
a useful cross-fertilization of ideas. Were FDA to suddenly demand, 
and The Surgeon General to acquiesce In such demand that all decisions 

of a scientific nature regarding such anti-malarial drug study were 

to be made by FDA, even aside from the question of whether FDA could 
have staffed such an operation as well as the Army, It was our 
perception that Army medical officers whose career specialty was 
medical research on military medical problems would be loathe to 
devote their careers to being Project Officers for several years on 
projects where they couW-frequently be second-guessed by FDA 
staffers, some of whom at least at that time would be far less 
qualified to make such judgments. One such Army medical offlcer- 
. Project Officer was Dr. Herbert L. Ley, ~later to become Commissioner 
of FQA._ From the U niversity's viewpoint. Its Principal Investigator, 
who had developed cordial relationships and a modus operandl with the 
Surgeon General's Office, v/ould have to learn to deal with a 
different federal agency, which would have the last word from a 
scientific viewpoint, so that the result could easily be that the 
flow of communications between the Principal Investigator and the 
Army's Project Officer might have tended to dry up, with consequential 
damage to the Army medical research program. Another cost of the 
shift In these relationships under the Memo of Understanding from a 
professional responsibility essentially shared between the Surgeon 
General and FDA to one of sole responsibility by FDA, would be to 
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place Investigational drugs In their precommercial stage, even when 
being investigated under an Army contract as having a possible 
military Interest, on a time-table like that of other drugs covered 
by IND's sponsored by drug companies, even though there would be a 
national Interest in their being treated differently. Thus, FDA 
quite properly is extremely careful and cautious before approving 
a new drug for sale In Interstate commerce, In light of the great 
potential damage to the public which could occur If the decision 
to approve such drug should be Incorrect, particularly In view of 
the difficulty In getting a drug once approved off the market. In 
the same vein, when considering whether to approve a new drug for 
movement In Interstate commerce as safe and efficacious, FOA before 
approval might take Into account the fact that the country has 
managed to get along without such drug until now. The Army, on the 
other hand, cannot always wait a long time before acting, from the 
standpoint of efficiency anyway, and the Army has the additional 
flexibility that If It tries a drug out, with less than satisfactory 
results, or even if satisfactory, but a better drug shows up. It can 
stop using the first drug immediately, and start using the second 
drug. The 1st factor Is illustrated by the case of Oapsone as an 
anti-malarial in Vietnam in 1966. Gen. Westmoreland, facing a 
fearsome malaria problem at that time, telegraphed The Surgeon 
General to make available to him the best antimalarlal then avail- 
able for use of all troops in Southeast Asia. Clearly, this type 
situation calls for a different type decision than FOA typically 
makes when approving a new drug. It Is no secret that the two 
Departments agreed within a period of two months to make Oapsone 
available to troops at risk (rather than all troops); Oapsone was 
an Investigational drug when used as an antimalarlal, but had 
previously been approved as a new drug at a higher dosage level 
for use in treating leprosy. This arrangement served the country 
well at the time, In my opinion, and paragraph 2. of the 1974 DHEW- 
000 Memo of Understanding appears to concur In this opinion Inasmuch 
as It specifically contemplates similar future arrangements. 

A word should be said about the policy underlying the original 1964 
Memo of Understanding in light of some of the surprise registered 
by some of the communications media, and possibly others, that FDA 
was not itself assuring compliance by the military departments with 
FDA regulations. In the area of proposed legislation to be adminis- 
tered by one federal agency affecting a 2nd federal agency, a number 
of different health legislative programs had been considered by the 
Office of the Surgeon General, the three military Departments as a 
whole, and 000 as a whole. In general. It appeared that in those 
situations where a health program was proposed by another federal 
Department to which there was no 000 objection. Inasmuch as the 
Army Medical Service was a complete health service Inclusive of 
professional health personnel of all types, the Interests of both 
federal agencies could best.be accomodated by the propronent federal 
agency prescribing standards for implementing the new health legis- 
lation, and for The Surgeon General to monitor the Army* s compliance 
with such prescribed standards . This had the added advantage of 
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keeping Army Medical Service personnel up-to-date with the latest In 
law and regulations, and In charge of their own Department's 
compliance with such laws and regulations Integrated Into the Army — 
Medical Service health programs, and would not burden the primary 
federal agency with enforcement responsibilities in an area where 
Army Medical Service personnel had more Insight Into the extent of 
need for personnel to monitor adherence, and how to accomplish same. 
This was the position proposed and accepted, for example. In commenting 
on bills In the fields of humane treatment of laboratory animals, 
as well as In all aspects of environmental pollution control ^ both 
air and water. Placing the first agency In a position to oversee 
the operations of the 2nd federal agency, as by Inspecting It, 
could lead to awkward situations In which one agency has the appear- 
ance of preeminence over the second federal agency, and could be 
Interpreted by the Inspected agency as an encroachment on Its mission, 
with bad feelings engendered as a result. It therefore appears to 
have been entirely justified, notwithstanding the criticisms voiced, 
to have left the monitoring of the Army's compliance with FOA 
regulations Initially with the Army Surgeon General, and only 
ultimately with FOA, rather than directly with FDA. 

A word should also be said about the application of the word "sponsor" 
to the Army In Its drug studies, both extramural and Intramural. This 
Is jw mere question of semantics but a very basic policy Issue, at 
least a of the time of the February 1964 Memo of Understanding. The 
Surgeon General of the Army In relation to such Investigational drugs 
was In a substantially different position than a drug company "sponsor" 
of an Investigational drug. In the latter case, all parties Involved 
on behalf of^ the drug company In Its application, viho sign the IND, 
bear some responsibility for the proposed use If they are all employed 
by the one sponsoring company, and their communications are within 
the company rather than being at arm's length. In the case of the 
Army's oversight of Its medical research program, e.g.. Its malaria 
research program, whereas all the members of the University of Chicago* 
staff assigned to the malaria research project bear a similar rela- 
tionship one to the other as In the case of a pharmaceutical firm 
sponsoring its Investigational drug, such Is not the case with the 
relationship between the University's Principal Investigator and the 
Army Project Officer, where the relationship Is spelled out by 
written contract, and by regulation must be an arm's length relation- 
ship. In substance, the role of the Army Surgeon General In such 
malaria studies Is much more assimilable to that of FDA's role vis- 
a-vis a drug company than Is It assimilable to that of the University 
of Chicago, the "sponsor." In addition, whereas a drug company 
"sponsor" Is principally Interested In the marketing of a”new drug 
In commerce after FDA approval for such use. The Surgeon General of 
the Army's interest Is primarily In use of an Investigational drug 
determined to be safe and effective In the Inmedlate stage following 
the Investigational phase and often preceding the commercial marketing 
phase of the drug In question, since The Surgeon General has no 
financial Interest In the drug's comnerclal exploitation, unlike the 
usual sponsor. 
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To an extent, one Sub-Committee member appears to have been correct 
in his statement at the hearing that FDA appears in 1964 to have 
delegated Its responsibility for assuring compliance by the Army 
**- Medical Service with appropriate investigational drug regulations, 

thus resulting in a sharing of such responsibility (since the 
delegator always retains overall responsibility, and can in his 
discretion at any time revoke the delegation), but does not appear 
to have been correct in my opinion in the conclusion he appears to 
have drawn from such fact, l.e., that "the Army Medical people are 
the very people FDA was supposed to regulate;" it appears to me that 
the people FDA should regulate are the principal investigator 
Proposing to clinically study an investigational drug, and the 
institution with which the Responsible Investigator Is affiliated. 

In the case of an investigational drug study falling within the 
Army's medical research program, such as described above, the 
people to be regulated should be the Principal Investigator and 
Administrative Director of the University-Contractor in the case 
of a contract study, and the medical Officer-Principal Investigator 
for the study and hospital comnandcr or facility commander or area 
commander in the case of a study undertaken by the Army as intra- 
mural research; in either case, the Project Officer overseeing the 
technical aspects of the investigational drug study for the Army 
Medical Research and Development Command and for The Surgeon 
General, the AIDRB, and all other officers and Boards reviewing 
the applications at The Surgeon General (or Medical RAO Command) 
level are clearly acting more as FDA's agent rather than as the 
Principal Investigator's agent, and so are not "the people FDA 
Is supposed to regulate" (except to the limited extent spelled 
out In the Memo of Understanding). 

Worthy of separate mention was the one single sentence comment at 
%* the hearing by Senator Mathias, l.e., "Which way works the Best?" 

(for Investigational drugs being studied clinically under Army 
Medical Department auspices). Using Sen. Hathias' criterion, as 
noted above, the AIDRB would have to be given high marks and 
characterized as virtually an unqualified success in light of the 
known facts, e.g. none of the "tragicases" brought to public or 
the Sub-Committee's attention Involving the clinical use of 
Investigational drugs had been reviewed and approved by the AIORB. 
Using the same Mathias criterion. It would appear that Investiga- 
tional drug clinical projects undertaken at Army facilities which 
did not meet Army Regulation 40-7‘s requirement that all such 
projects be submitted to The Surgeon General for review and approval 
by the AIDRB and The Surgeon General do not warrant similar com- 
mendations, and raise the question whether practical and efficacious 
means shouldn't be found for persuading facility commanders such as 
at Edgewood to comply with AR 40-7 and possibly other applicable 
regulations as well, e.g., AR 70-25, by submitting protocols of 
such proposed studies to The Surgeon General, Attention: AIDRB for 
critical review; Such submission to The Surgeon General has been 
required by AR 40-7 ever since It was first promulgated In 1964. 
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The 1974 Memo of Understanding may be a step In the right direction 
on this issue Insofar as classified drugs are concerned by conditioning 
the exemption of such classified drug studies from the new drug 
regulations of FDA to those where prior approval of the Review 
Boards and The Surgeon General had been obtained. 

Worthy also of at least some clarification is the somewhat adverse 
comment that over the course of more than 10 years under the 000- 
DHEW Memo of Understanding, available records only indicate four - 
meetings of the two agencies for purpose^ of studying the classified 
tests. After first reiterating what is mentioned above, that the 
real purpose of the Memo of Understanding of February 1964 was to 
get agreement on how to handle reviews of unclassified studies, It 
is also Important to mention, in order to gain a fuller perspective, 
that Army Regulation 40-7, which was the Army's implementation of . 
the Memo of Understanding, In paragraph 8, captioned "Information to 
be Furnished FOA", provided for very comprehensive transmittal of 
Information pertaining to investigational drug studies by The 
Surgeon General to FDA (Enclosure). In essence, and to all Intents 
and purposes, the substance of every unclassified Army investigational 
drug case file approved by the AI0R8 and The Surgeon General would 
be forwarded to FDA for its information, and FDA's usual 1ND form 
for claiming exemption, FD Form 1571, would be transmitted to FDA 
In the case of investigational drug classified studies after Surgeon 
General approval of such studies.. In sum, what to some has appeared 
to be a rather small number of meetings between FDA and DOD repre- 
sentatives may be largely attributed to the relative success of the 
AIDR8, and the rather full disclosure-to-FDA provision contained In 
paragraph 8, AR 40-7. 

Next, there have been Informal suggestion nons authoritative, that 
the DOD-DHEW Memorandums of Understanding may be legally insufficient, 
and that therefore consideration should be given to cancelling them. 

In weighing this suggestion, it should be borne In mind that the 
February 1964 Memo of Understanding was specifically concurred in 
by DHEW General Counsel Alanson Wilcox (and quite possibly by his 
opposite number in DOD), and was executed by two very distinguished 
lawyers in their own right on behalf of their respective Departments, 
Secretary Celebrezze himself for DHEW, now a federal Circuit Court 
Judge, and Cyrus Vance, Deputy Secretary of Defense on behalf of 
D00, formerly General Counsel, DOD, and now a senior partner in a 
large Wall Street firm. In addition, the Army Surgeon General 
proposal, on which the original 1964 Memo of Understanding was based, 
was concurred in by the Judge Advocate General of the Army. Also 
to be noted is the judicious August 21, 1975 opinion of Mr. Richard 
Merrill, Asst. General Counsel, DHEW (Food & Drugs), in which he 
noted that the Dept, of Justice would probably attempt to restrain 
any FDA assertion of regulatory authority likely to disrupt the 
activities of a sister agency, e.g., DOD, and did. not find it 
necessary to reach the question of whether authority existed on the 
part of the two Departments to enter the Memos of Understanding. 
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It has also been suggested that the primary reason for granting an 
exemption from IND requirements to 000 was so that FDA would not have 
to handle classified security matters; while this may have been true 
of the 1974 Memo of Understanding , it was not the case, as noted above, 
for the 1964 Memo of Understanding, In which classified drug studies 
were little more than an afterthought. The further suggestion has been 
made that the "exemption" granted 000 for classified studies was based 
on a desire to be courteous to 000, rather than a legal Inability to 
handle classified materials. While It 1* clearly correct that there 
Is no legal disability which would preclude. FOA from handling class- 
ified materials. It appears equally clear that what motivated the 
1964 Memo of Understanding, at least In this connection, was not a 
desire to be courteous to 000 as regards classified studies, but 
rather the "Mathias" criterion, l.e., which way would work best. 

Although there Is much to be said In favor of Congress clarifying 
respective responsibilities of FOA to regulate, on the one hand, and 
of other Federal agencies to develop, test, and use Investigational 
drugs on the other, there appears to be at least as much to be said 
for the approach Implicitly taken by Or. Schmidt on the last page of 
his September 10th prepared statement, l.e., that neither FOA nor DOD 
pressed its legal position to Its ultimate rationale, but rather 
arrived at mutual practical understandings as to how best to deal with 
Issues of mutual concern, both being fully aware that the boundary 
line between their respective jurisdictional areas as regards investi- 
gational drugs was not firmly fixed. Perhaps an Ideal integration of 
these two approaches would be achieved If Congress limits Its "clar- 
ification" to what Is mutually agreeable to both Departments. 



Alex Nalmon, J.O. 

(former Deputy Judge Advocate, 
Office of The Surgeon General, DA) 
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HEADQUARTERS 

1607 TH AIR V.UU3/vaT a* S3 (i.)(KATS) 
UNITED STATES AIR FORCE 
Do ver Air Force Bette Del were 




SroCIAL ORDERS) 19 June 195& 

mJKBER A -312) 

1. SSSjT OEORCE H PEHRT AFll*23G390 (CAFSC -60153) 1st Air TUASrtG.; /.ATS 
this station Will pro coed on/about 20 Jun 53 to 3750th iECHTRAuRU Snoppard AFB 
Tax on TOT for approximately forty-two (1*2) days for tns purpose of atterxiirg 
Aoft Loadnaatsr Course Nr SS60153-1 with duration approximately four (l*) weeks 
Report not earlier than 0600 21 Jun 58 but not later than 0300 25 Jun 53 Class 
starting date is 25 Jun 53 Aiman will ba attached to 3750th TECnTRAGRU x'or 
• del nl at ration and logistical support during period of this duty TPA. Travel 
time by common osrrier rail is four (L) 04 y* Travel time in excess will \*t 
chargeable to the daisy enroute authorised Ten (10) DAhVP Airman is cleared 
for sccsss to classified material up to and including SECRET for the period of 
this duty Upon completion will return to Dover A FB Del TDi FY$ 6 5733UOO 
061*4*002 PUU3-02-03 S22-606 FX59 5793100 061*4*002 ?l*t*3-02-G3 SU1-691* 

Authority Part I Chap 16 A FA 35-U 


2, The following named aimen organisations indicated this station will 
proceed on/about 1 Jul 5# * o Det 3 (97x0) Arqy Chemical Con odgevood Xd on iJi 
for approximately thirty-three (33/oaya for tne purpose of Participating in 
Amy Chemical Corps Volunteer program for test for defense against chemical war- 
fare Report not later than 2 Jui 53 7PA Travel time by cowon carrier rail is 
two (2) days travel time in excess will be chargeable os QALVP Airmen will 
report to TOY station in Class "A M Uniform and a minimum of two (2) sets of 
fatigue clothing will be required during the period of TOY Upon completion will 
return to Dover A KB Del TDN 21X1*992.405 0U-1000 P100-13 $18-035 553-5uOa8 
Authority Part I Chap 16 AFX 35-11 and lat Ind from iiq XATS to Ltr liq USA? AFP*? 
2D dated 18 Sep 57 



SSOT JOK D HCLTZER AF1550/25U 


Hq 1^07th AIRTHA».3 aG 
l607tn FL □ IA1 HTRGN 
1607th FLTLUiAINTRON 


3* So much of Pars 7 SO A *335 this Hq current series relating to a:'j>oint- 
went of Officers to Investigate .’Vijor Acft accident as reads "KAJ Pv/. % £H V P 
KETCH VXSl DE 2572UA 39th Air TU.xm:: * is amended to read " He lEoyth ..Ai./G Op 1 

1*. A/2C JACK T KAKAXATSU AF19539062 (CA?/C-3lil513) having been assigned 
this Hq from Hq l*61*th AEGRU 7AC Pope A>3 >iC wttn EX3A 21* Jun 53 per Para 7 SO 
A-192 is further assigned to 1607th GPRG.I i\A?S this station with the same EX3A 
Reporting not later than 19 Jun 58 JIo Travel Involved Authority AFX 35-11 

5» Para 3 SO A -318 this Hq 10 Jun 58 relating to assignment of CAFT NED X 
ANDERSON A0718838 to l*0th Air THA.VSRON /.ATS this station is revoked 
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SO A-3 1*2, rtq l6^7th Air Transoort ing Dover AFE Del (Continued) 

6 J’ Verbal Orders of the Coj. ir 16 Ju n $& are con;'iru»d Exigonciee of the 
service having been such as to preclude :?*> issuance of competent written orders 
in advance The following named airrton 1607 th FL7L;«IU NYRON HATS thia station 
will proceed on/e bout 16 Jun 58 to Kindley AFB Bermuda on YDT for approximately 
ten (10) days for the purpose of Performing K<alnie nance on Dover as sighed Acft 
Airmen assigned to travel as additional aircrew member on Dover C-12U Acft 
(Unqualified) in accordance with >3* 55-1 Airmen are cleared for access to clas- 
sified materiel up to and including SECRET during tne period of thia duty Upon 
completion will return to Dover AFB Del 7DH 570^00 065-1302 PL58-02 SO? -603 
Authority* Pert I Chep 16 AFH 35-li 

A/1C WILLIAM R NE&T AF13532L10 A/2C LAWRENCE E XATEA AFl6h?6592 


7. A/1C RODOLFO A LANI2 AFl331*i032 (FArSC -L30IA) having been assigned this 
Hq from 3753d S'auttN with EXSa 1 Jul 53 per Para 3 SC B-L91 from Hq 3750th 
YbCnTnAGRU Sheppard AFB fax la furtner assigned to 1607 th FLTttfrlAlNIRCH MATS 
this station with the same EDC r A Reporting not later than 25 dun 53 No Travel 
Involved Authority Pert I Chap I AFK 3 5-11 

6. SSOT PATRICK K NELSON AP17L75881 (PAFSC-h3131D) having been assigned 
this Hq from 3755th STURDN with EDCSA 1 Jul 58 per Para 1 SO B-L92 from Hq 3750th 
T9CH1RAGR0 Sheppard AFB Tex ia further assigned to 1607th FLTLNKAl NT* RON PATS this 
station with the same EDCSA Reporting r*>t later than 5 Jul 58 No Travel 
Involved Authority Part I Chap I Aril 35-11 

9. CAPT WINTOW W WILSON AC937351 1607th YLWMM'm HATS thia otation will 
proceed on/about 22 Jun 53 to General Electric Co Evendale Ohio on TOY for ap- 
proximately seven (7) day# Tor purpose of attending Jet Engine Technician Accident 
Investigation Course Nr SHL3270-U7 with duration one (1) week Report not lator 
then 0800 23 Jun 58 Clase starts 23 Jun 58 Officer cleared for access to clas- 
sified material up to and Including SECRET TPA Travel time by coraon carrier 
rail la two (2) days Travel time in excess will be chargeable aa delay enroute 
Upon completion will return to Dover AFB Del TDK 5783100 06^-1*001 PLL3-02-03 
Shl-69b Authority Part I Chap 16 AfH 35-11 and Telephone conversation from 
CAPT CARET Hq ATLD McGuire AFB NJ 


FOR THE COMMAND® i 
\ \ 1 


DISTRIBUTION* 



* 2 — 


kAmmi 

foe U3AF 

Amidst ant Chief of Administration 




PTUSt 10 General Electric Co 3vendale Ohio (Para 9) 

10 3750th TECHTRAGRU Sheppard AFB Tex (Para 1) 

30-Det 3 (9710) Army Chemical Cen Edgewood Kd (Para 2) 


J 



SCBD-HR 


5 AUG ,W5 


DEPARTMENT OP THE ARMY 

OPTIC* OP TH* aUROCON OCNKftAL. 
WASHINGTON, DA «MI4 


Mr. UlUla* F. .Chaffin 
4449 North Jay Street 
Tucson, Arisons 85 £95 


Dear Mr. Chaffin: 

Thank you for your inquiry of 22 July 1975 concerning participation In the 
Army LSD experimentation. 

In checking our records, we find that you did receive LSD in the Army 
research program. Medical consultants in the Office of the Surgeon General 
are now making plans for a follow-up study of persons who took LSD* You 
will be contacted within the next few months and Invited to be examined. 

If you have any questions, please feel free to write or call us at the 
following address: 

Human Use Review Office 
Office of The Surgeon General 
Department of Army 
Room 8F055, Forres tal Bldg 
Washington, D. C. 20314 
(202-693-8065) 

* 

Thank you for your cooperation in this matter. 



Major, MC 

Chief, Human Use Review Office 


1155 


Calendar No. 33 


94th Conoress ) 

8ENATE 

j Report 

1st Session j 


t No. 94-33 


MEDICAL DEVICE AMENDMENTS OF 1975 


Mabch 11, 1975. — Ordered to be printed 


Mr. Kennedy, from the Committee on Labor and Public Welfare, 

submitted the following 

REPORT 

{'To accompany S. S10] 


The Committee on Labor and Public Welfare, to which was referred 
the bill (S. 510) to protect the public health by amending the Federal 
Food, Drug, and Cosmetic Act to assure the safety and effectiveness of 
medical services, having considered the same, reports favorably there- 
on without amendment and recommends that the bill do pass. 

I. Introduction 

One year ago, on February 1, 1974, the Senate passed the Medical 
Device Amendments of 1973, which would have provided the Food 
and Drug Administration, for the first time, the authority to require 
that all medical devices are safe and effective before they are allowed 
in the marketplace. Unfortunately, the Hous-s of Representatives was 
unable to complete its deliberation on this important piece of 
legislation. 

On January 28, 1975, the Health Subcommittee conducted a hear- 
ing which once again underlined the urgency of enacting medical 
device legislation. The hearing focused on the Daikon shield, an IUD 
which was used by two million American women, and hundreds of 
thousands of women overseas, before the very significant health haz- 
ards of the device became known. All witnesses before the Committee, 
including the Commissioner of the Food and Drug Administration, 
testified that many of the deaths and much of the illness attributed to 
this device could nave been prevented if medical device legislation, as 
provided in the reported bill, had been in effect when the Daikon 
shield was developed. 

★(Star Print) ss-eioo 
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Today the Food and Drug Administration only has limited au- 
thority to act with respect to a medical device in the market place 
which has been proven dangerous and patients have been injured. 
Medical device legislation is intended to assure that medical devices 
such as these IUD’s meet the requirements of safety and effectiveness 
before they are put in widespread use throughout the United States. 

The United States is generally recognized throughout the world as 
having the highest standards of safety and efficacy for prescription 
drugs. These standards have been made possible by Congress’ deci- 
sion to give the Food and Drug Administration sufficient authority to 
require that drugs be shown to be safe and effective before they are 
allowed on the market. 

As medicine progresses, as research makes new breakthroughs, an 
increasing number of sophisticated, critically important medical de- 
vices are being developed and used in the United States. These devices 
hold the promise of improving the health and longevity of the Ameri- 
can people. The Committee wants to encourage their research and 
development. The Committee also wants to be sure that the FDA has 
the proper authority to regulate that process so that Americans are not 
put at risk from the use of unsafe and ineffective medical devices. 
Therefore, the Committee believes it is a matter of utmost importance 
for the Senate to re-enact the Medical Device Amendments of 1975, 
which bill is identical to the legislation which passed last year. 

What follows is the substance of a report filed last year by the Com- 
mittee respecting S. 2368, which was favorably reported by the Com- 
mittee ana passed by the Senate. The Committee has reindorsed the 
report and the only changes that have been made are to substitute S. 
510 for S. 2368 and to make conforming changes in the Section of the 
Committee’s report respecting the tabulation of votes in the Com- 
mittee. 


II. History of Regulation of Medical Devices and Need for 

Legislation 

Federal authority to regulate medical devices was first provided in 
the Federal Food, Drug, and Cosmetic Act of 1938. There had been no 
provisions in the Food and Drugs Act of 1906 to regulate device safety 
and claims made for devices. During the 1930’s reformers pressed for 
enactment of legislation to enable the Food and -Drug Administration 
(FDA) to undertake the same kind of effort against unsafe or quack 
devices as the 1906 Act had allowed against impure or fraudulent 
drugs. 

The 1938 Act defined “device” and provided the same basic authority 
over devices as applied to drugs, witn the important exception of pre- 
clearance authority which was only provided for new drugs. From leg- 
islative history it is clear the term “device” was intended to include 
both quack machines and legitimate articles such as surgical instru- 
ments, trusses, prosthetic devices, ultraviolet lights, contraceptives, 
and orthopedic shoes. No additional authority has been provided since 
1938 to improve public protection against unsafe or unreliable devices. 

At the tune the 1938 Act became law, many of the legitimate devices 
were relatively simple items which applied basic scientific concepts so 
that experts using them could recognize whether the device was func- 
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tioning. The major concern with these devices was assuring truthful 
labeling. In the early years, FDA’s activity concerned grossly haz- 
ardous products such as lead nipple shields which exposed nursing 
infants to danger of lead poisoning. FDA also attacked nasal va|H>r- 
izors and stem pessaries used in contraception or for producing abor- 
tion which had the potential for causing puncture or infection. FDA 
efforts against thermometers which failed to record properly stim- 
ulated the development of standards for these products which greatly 
improved their reliability. Similarly, FDA actions against prophy- 
lactics (condoms) forced industry measures to reduce the incidence of 
defects in these products. 

Immediately after enactment of the 1938 Act, FDA made numerous 
seizures of misbranded devices. During World War II, however, reg- 
ulatory activity in this area dropped off because war needs resulted in" 
scarcity of metals and other materials used to make noneasential de- 
vices. When metals and other materials were again available after the 
war, numerous devices again appeared, many of which were in viola- 
tion of the Act. 

-Many of FDA's legal actions involved fraudulent devices. Since 
ancient times, mankind has used various kinds of gadgetrv to cure 
or ward off serious ailments. Charms and talismans have been used 
throughout recorded history by people who have attributed magical 
qualities to them. Inventive individuals have sought to apply the 
latest scientific discoveries to the alleviation of health conditions. For 
example, after Benjamin Franklin’s discovery of the electrical force 
present in lightning, numerous individuals sought to use electrical 
energy to treat human ailments. At the time of the American Revolu- 
tion, a gadget known as the Perkins Tractor became quite popular.. 
This device was claimed to be capable of drawing disease out of the 
body by its electrical current. Although the construction and fan- 
tastic claims made for many quack devices over the years often seeip 
quite amusing, use of these devices can have serious health conse- 
quences: Whether sold to a consumer or a health professional, a device 
which does not perform as promised may pose a risk to health as well 
ns an economic detriment to the purchaser. Reliance on unwarranted 
claims made for a device, recommending use in serious disease condi- 
tions, may induce the purchaser to forego seeking timely and appro- 
priate medical treatment. Fraudulent devices were a major concern of 
- Congress in 1938 when it gave FDA authority to regulate devices. 

A quack device which was the subject of FDA action in the late 
1940’s was the Spectochrome, of one Dinshah P. Ghadiali, which con- 
sisted of a 1,000-watt lamp, in a cabinet supplied with colored glass 
slides to fit an aperture through which the light bathed the patient. 
By becoming a member of Ghadiali’s “Institute” for a fee of $90 a 
person could obtain the lamp plus voluminous literature which sought 
to cloak the scheme in oriental mysticism and sanctity. Claims were 
made for its value in treating such diseases as diabetes, cancer, tuber- 
culosis and syphilis, and several thousand lamps were distributed. The 
first action against the lamp was a single seizure. After a trial which 
lasted thirty days, the jury rendered a verdict for the Government, 
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and the court enjoined distribution of the lamp. Ghadiali, neverthe- 
less, continued to ship it. Multiple seizures fo\lowed which did not 
stop him. Criminal prosecution was then filed against Ghadiali and 
his corporation. After a trial, in which the Government presented an 
array of physicians and relatives of victims who had used the device 
and died from the diseases it was represented to cure. After a verdict of 
guilty, the court imposed against Ghadiali and his corporation tines 
totaling $20,000 ancLa three-year prison sentence against Ghadiali, 
but imprisonment was suspended on the condition that the business be 
stoppe d 

The Spectochrome case is related in detail, since it indicates the 
vast amount of effort the Government must expend in stopping the 


marketing of bogus devices. „ . 

Another type of device which was the subject of FDA action was 
the “Zerret Applicator,” popularly called the “Plastic Dumbed, 
\yhich consisted of two plastic water tumblers filled partially with 
water, sealed with paraffin, joined at their mouths by scotch tape, and 
set into paraffin in the handle of plastic baby rattles. It was claimed to 
introduce in the human body the energy given off by “expanded hy- 
drogen atoms” or “Z rays” alleged to be present in the liquid sealed 
in the tumblers. The user was to hold the article in liis hands keeping 
the feet flatly on the floor without crossing the legs, or while reclining. 
This it was claimed, caused the atoms of the body to expand and bring 
health through the hands. This article costing $50, was offered to cor- 
rect obesity and abnormal thinness due to glandular malfunctioning, 
correct diarrhea and constipation, reverse the aging process, rejuve- 
nate the user, and cure “any disease known to mankind. 

The “Vrilium Tube” was a small pencil-shaped tube containing a 
glass vial of a white granular substance (barium chloride) worth one 
two-thousandths of a cent, but this tiny gadget, also called the “Magic 
Spike,” was sold for $300 to gullible sick people. They were told that 
it had radioactive powers that would cure disease when it was worn 
on the body, and these trusting purchasers were using it for cancer, 
diabetes, leukemia, ulcers, and other serious diseases. 

One popular area for quack devices has been diagnostic products. 
During the 1950’s, the biggest source of such devices was the Elec- 
tronic Medical Foundation of San Francisco. On March 16, 1954, an 
injunction barred shipment in interstate commerce of “Blood Speci- 
men Carriers” for use in the Foundation’s diagnostic machine, the 
“Radioscope.” There were estimated to be about 5,000 of the devices 
throughout the country. The diagnostic service was based upon the 
theory that any ailment can be diagnosed by measuring enanations 
from a dried blood spot on sterile paper. Practitioners who mailed in 
the blood spots taken from their patients received, for a fee, a diag- 
nosis blank filled in with the diseases which the patient was supposed 
to have, their location in the body, and the recommended “dial set- 
tings” for treatment with the Foundation’s devices. The blood-spotted 
paper was put into a slot of the electrical device called the “Radio- 
scope” while the operator stroked with a wand the abdomen of a person 
holding metal plates connected to the device. If a wand “stuck” to a 
particular location, that was supposed'fo be a manifestation of an 
“electronic reaction,” and the operator determined from this the iden- 
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tity, kind, location, and significance of any disease present. Investiga- 
tion disclosed that this diagnostic service was incapable of distinguish- 
ing the blood of animals or birds from that of man, or that of the 
living from the dead. Even a spot of coal-tar dye was reported as indi- 
cating systematic toxemia. The Foundation’s literature listed hun- 
dreds of disease conditions which could be treated by their machines 
once the diagnoses had been made by means of the “Radiosoope.” Other 
devices for which diagnostic as well as therapeutic claims were made 
were the “Drown Radio Therapeutic Instrument,” the “Magnetic 
Affinitizer,” and the “Neuromicrometer.” These devices involved their 
own bizarre intricacies of operation. 

A considerable number of devices for applying electricity to the 
body were subject to regulatory action. This included: (1) devices 
which produced galvanic (direct) current of low voltage by means of 
dry celis or batteries (“Electreat, ’ “Acme Electric Machine’’), (2) de- 
vices which used alternating current with a transformer to reduce the 
voltage (“Sinuothermic,” “Elector- Way”), (3) devices in which alter- 
nating current as added to galvanic in order to obtain a rippled or 
pulsating galvanic current (‘‘Facial and Body Genie,” “Vitalitone,” 
“Elector-Pulse”). Other devices sought to use radioactivity, ultrasonic 
enfergy, or infrared, or ultraviolet light to diagnose or treat disease. 

Some fraudulent devices have been sold to practitioners rather than 
consumers. One such device as the Micro-Dynameter, a string gal- 
vanometer for measuring minute electrical currents which was claimed 
to be capable of allowing diagnosis of particular diseases based on each 
disease’s electrical potential. Nearly 1,200 units of the product were 
destroyed during one 12-month period after FDA obtained an injunc- 
tion against continued shipment of the device in 1963. 

FDA began focusing more attention on hazards from legitimate 
medical devices around 1960. The post-war era was characterized by 
many new medical discoveries and saw the development of a vast array 
of new and complicated medical equipment. Inventions included heart 
pacemakers, kidney dialysis units, ana artificial blood vessels and heart 
valves. 

Although many lives have been saved or improved by the new dis- 
coveries, the potential for harm to consumers nos been heightened by 
the critical medical conditions in which sophisticated modern devices 
are used and by the complicated technology involved in their manu- 
facture and use. In the search to expand medical knowledge, new ex- 
perimental approaches have sometimes been tried without adequate 
premarket clinical or animal testing, quality control in materials 
selected, ur obtaining patient consent. 

The present law’s inadequacy has become a matter of acute concern 
because of the rapid technological change in the medical device field. 
The sophistication of modem medical devices makes careful testing 
necessary to determine if a device operates safely and as claimed. In 
early regulatory actions FDA was able to carry its burden of proof 
that a device is unsafe or misbranded through expert testimony ; more 
recently FDA has had to undertake testing of devices suspected of 
violating the law. Many devices are so intricate that skilled health pro- 
fessionals are unable to ascertain whether they are defective. Increas- 
ing numbers of patients have been exposed to increasingly complex 
devices which pose serious risk if inadequately tested or improperly 
designed or used. 
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S. 2368 recognizes the benefits that medical research and experi- 
mentation to develop devices offers to mankind. It recognizes, too, the 
need for regulation to assure that the public is protected and that 
health professionals can have more confidence in the performance of 
devices. 

The need for device legislation is demonstrated by the history of 
several cases against unsafe devices undertaken by FDA during the 
past few years. Hundreds of thousands of consumers bought a device 
called Relaxicisor during the 1950’s and 1960’s. This device was rep- 
resented as an aid in reducing weight and operated by sending shocks 
through the muscles. Testing revealed the device could aggravate 
muscular, gastrointestinal, and other disorders. It took FDA five years 
to complete court proceedings necessary to eliminate Relaxicisors from 
the market. FDA expended some half-million dollars in this effort. 

FDA’s experience eliminating the Diapulse device from the market 
is another case demonstrating the unwieldy procedures and lack of 
preventive provisions of present law. Diapulse was a heat-generating 
device which was marketed to medical practitioners for some 121 
therapuetic claims. The firm lacked scientifically valid data to substan- 
tiate the efficacy of the device in any of the conditions for which it was 
promoted. The first seizure of a Diapulse device occurred in Decem- 
ber 1965. As a result of lengthy court proceedings againstJthe device 
and company appeals it was not until 1972 that injunction against the 
manufacturer was obtained. During fiscal year 1973, FDA seized over 
350 Diapulse devices. 

In the late 1960’s two important court decisions indicated that certain 
products which are in the legal grey area between drugs and devices 
may be considered drugs and hence subject to premarket clearance. In 
Amv, Inc. v. Gardner , 389 F. 2d 825 (2 Cir. 1968), the Court of Ap- 
peals for the Second Circuit held that a nylon suture was a new drug 
and not a device. Shortly thereafter the Supreme Court held that an 
antibiotic sensitivity disc was a drug in United States v. An Article of 
Drug . . . Bacto-Unidisk, 395 U.S. 954 ( 1968) . As a result of these deci- 
sions FDA classified as drugs soft contact lenses, a pregnancy kit, and 
intrauterine contraceptive devices which contain drugs or trace 
metals. FDA has administratively developed a distinction between 
drug and device, which favors classifying a product as a drug if its 
intended action is chemical, or based on highly complex technology 
potential hazards of which may be reduced through new drug controls. 
FDA has tried to avoid lengthy court battles that could tie up the rest 
of its efforts. ' 

The need for more comprehensive authority to regulate medicalde- 
vices has been recognized by Presidents Kennedy, Johnson, and Nixon. 
In 1969, Dr. Theodore Cooper, Director of the National Heart and 
Lung Institute, headed a panel to review the need for additional medi- 
cal device legislation. That panel reported its results in 1970. The 
Cooper committee searched the scientific literature for accounts of in- 
juries from medical 'devices. Some 10,000 injuries were recorded, of 
which 731 resulted in death. For example, 512 deaths and 300 injuries 
were attributed to heart valves; 89 deaths and 186 injuries to heart 
pacemakers; 10 deaths and 8,000 injuries to intrauterine devices. After 
hearing the views of the medical community, the industry and con- 
sumer representatives, the Cooper Committee agreed with past pro- 



posals calling for device legislation to provide for standard-setting for 
certain devices and premarket clearance for others. A third category 
would be exempt from standards or preclearancc. The Cooper commit- 
tee also recommended that a balance be struck between the need for 
continuing research and the need for improved patient protection 
through a system of independent peer review for experimental devices. 

III. Hearings 

The Committee held two days of hearings on medical device 
legislation in 1973 and received testimony from twenty witnesses rep- 
resenting the Administration, industry groups, consumer groups, and 
professional groups. All witnesses agreed that there was a general 
need for medical device legislation although each had specific recom- 
mendations for changes in the Chairman of the Health Subcommittee, 
Senator Kennedy’s bill, S. 2368; S. 1446, the Administration’s bill 
introduced by Senator Javits; and S. 1337, introduced by Senator 
Nelson. 

Congressman L. H. Fountain, Chairman of the House Intergovern- 
mental Relations Subcommittee testified that “medical device legis- 
lation is sorely needed.” In his testimony, he reviewed the findings of 
5 days of hearings before his Subcommittee concerned with issues re- 
garding the safety and effectiveness of particular medical devices; 
intrauterine contraceptive devices. 

The Administration was represented by Assistant Secretary for 
Health Charles C. Edwards, who was accompanied by Dr. Alexander 
M. Schmidt, Commissioner of the Food and Drug Administration. 
Dr. Edwards stated “we-support this legislation and urge its prompt 
enactment.” His testimony recounted tne experience FDA has had 
in trying to regulate medical devices in the absence of specific device 
legislation. Dr. Edwards’ testimony also reviewed the findings of the 
“Cooper Committee,” established by the Department of Health, Edu- 
cation, and Welfare in 1969 to review the need for medical device 
legislation. After a thorough search of the scientific literature for 
injuries associated with medical deviceSj the “Cooper Committee” 
reported that there were 10,000 serious injuries of which 731 resulted 
in death. The “Cooper Committee” also endorsed the need for medical 
device legislation. Dr. Edwards testified that “the increasing sophisti- 
cation or medical devices has outpaced the Department’s ability to 
protect the public from those that arc faulty. One reason for this is 
that current law imposes no duty upon medical device manufacturers 
to establish a safety or efficacy of tneir products prior to marketing.” 
Dr. Edwards went on to testify that, tne Department did not “have 
authority to prescribe standards of safety to which devices must 
conform.” v 

Dr. Sidney Wolfe testified on behalf of the Health Research Group 
of Washington, D.C. Dr. Wolfe’s testimony described the hazards 
associated with the use of life-supporting medical devices which had 
been developed without any regulatory oversight. He expressed the 
view that the premarket clearance section of the legislation was the 
key to appropriate, safeguarding of the public health, and questioned 
whether standard setting would provide an adequate guarantee of 
safety or effieacy. 
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Dr. Russel J. Thompson, M.D., of the Silas B. Hayes Army Hospital 
at Fort Ord testified about his experience with the intrauterine device. 
He felt that the history of the development of IUDs illustrated the 
need for device regulation and testified : 

* * * under current standards of nonregulation in the 
United States, I could take a paperclip and fashion it into an 
IUD. I could begin inserting it into women without even 
informing them tnat it is an experimental and never-tested 
IlTD, and I would not even have to inform the FDA of my 
newly invented IUD. 

The testimony of Joel J. Noble, the Director of the Emergency Care 
Research Institute in Philadelphia also endorsed the need tor medical 
device legislation. He testified about the results of his research which 
showed that : 

* * * the problems associated with most medical devices 
which may lead to adverse affects, including injury or death, 
are, in order of decreasing incidence: (1) operator error 
resulting from inadequate training, (2) deficiencies in repair 
maintenance inspection and control of devices within health 
care facilities, (3) fundamental design deficiencies, (4) de- 
ficiencies in manufacturing quality control. 

Foster Whitlock, Vice Chairman, Board of Directors, Johnson and 
Johnson and the Chairman-Elect of the Board of Directors of the 
Pharmaceutical Manufactyrcrs Association, spoke on behalf of an 
industry panel which consisted of Kenneth Marshall of the Health 
Industries Association; James D. Weirman of the Medical Surgical 
Manufacturers Association ; Thomas E. Holleran of the National Elec- 
trical Manufacturers Association; Rodney R. Munsey of the Phar- 
maceutical Manufacturers Association; and Adrian L. Ringuette of 
the Scientific Apparatus Makers Association. Mr. Whitlock, on behalf 
of the panel, testified : 

Let me start by saying that in our opinion, S. 510 is in 
most respects responsive to the needs of the public. We are in 
basic accord with its major provisions. 

Mr. Whitlock and each of the panel members presented a series of 
specific recommendations for changes in S. 510, each of which was 
considered by the Committee during its Executive Committee con- 
sideration of the measure, and many of which were incorporated into 
the Committee-reported bill. 

^ Dr. Ralph B. Wolfe testified on behalf of the Planned Parenthood 
Federation of America. He responded to the concerns raised by Russell 
Thompson about the safety and effectiveness of IUDs and recounted 
the experience of his organization using the IUD. With regard to the 
specific legislation, Dr. Wolfe testified overall that : 

* * * The pioposed legislation is comprehensive and meri- 
torious. It should satisfy the long overdue need for strict 
regulation in an increasingly important area related to the 
public’s well-being. 

Dr. George Meyers representing the American Dental Association 
testified to the effect that the House of Delegates of the ADA had not 
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yet formally reviewed the legislation, but that he personally endorsed 
it and that it was appropriate for the dental industry to be included 
in its jurisdiction. Mr. James Murray represented the American Den- 
tal Trade Association. In his testimony, he agreed that there was a 
need for medical devices legislation but argued that dental devices 
should be exempted from the provisions of the legislation. He pointed 
out that most dental devices do not have great potential for harm and 
are not life-threatening, and that the market for dental products is 
very small. He testified : 

* * * To subject dental devices to the costly premarket 
clearance provision of the proposed legislation would seri- 
ously impair the improvement of existing dental devices and 
the development of new ones. 

Carl Parker represented the Dental Manufacturers of America. His 
testimony also opposed the inclusion of the dental industry under the 
jurisdiction of this legislation. 

Dr. Arthur Beall, Professor 4>f Surgery at the Baylor College of 
Medicine represented the American College of Chest Physicians, the 
American College of Cardiology and the Society of Thorasic Surgery. 
Dr. Beall testified, “at the outset Mr. Chairman, let me say that S. 510 
is fundamentally a sound and helpful piece of legislation.” Dr. Beall's 
testimony presented specific suggestions for improvement in the legis- 
lation all of which were considered by the Committee during its Execu- 
tive session consideration of the measure and many of the suggestions 
were incorporated into the Committee-reported bill. 

Dr. Gerald Ranier, a practicing thorasic and cardiovascular surgeon 
and Associate Clinical Professor of Surgery on Voluntary Faculty of 
the University of Colorado Medical School, testified on behalf of the 
Association for the Advancement of Medical Instrumentation. In his 
testimony, he stated that “A AMI supports, in principle, this legisla- 
tion.” PCs testimony also offered several specific suggestions for im- 
provements, which were reviewed by the Committee during its Execu- 
tive session consideration of the bill. 

The final witness was Dr. Richard E. Palmer, member of the Board 
of Trustees of the American Medical Association. He testified on be- 
half of the AMA that : 

We support the principles and many of the provisions 
contained m your bill, S. 510, which are similar to a House 
counterpart bill, but we would like to offer in our supple- 
mentary statements suggestions for modifications with re- 
spect to the bill for the consideration of the Committee. 

He also testified that: 

We believe that the general approach taken in the legisla- 
tion should be supported. We think it is advisable that devices 
should be defined, identified and classified. Similarly, it is 
beneficial that provision should be made for maximum use 
not only of the expertise within the FDA, but also signifi- 
cant expertise which is to be found in the medical scientific 
and manufacturing communities. We are pleased that the 
legislation provides for the use of expert consultation on 
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recommendations in the classification and evaluation of evi- 
dence upon which determination for safety effectiveness and 
proper classification are based. . « » 

Based upon the widespread support for the Committee 8 bill ana 
the urgent need for medical device legislation, the Committee consid- 
ers the hearing record to be adequate. 

IV. Committee Views ok the Medical Devices Bill 
Cotmnittee Views — Section 511 

The Committee recognizes the great diversity among the various 
medical devices and their varying potentials for harm as well as their 
potential benefit to improved health. Therefore the Committee rec- 
ommends that all medical devices be classified into one of three cate- 
gories based upon the degree of risk to the public health and safety 
represented by each individual device or class of devices. The Com- 
mittee believes that those devices for which insufficient information 
exists to assure effectiveness or to assure that exposure to such devices 
will not cause unreasonable risk of illness or injury, and for which 
standards or other means may not be appropriate to reduce or elimi- 
nate such risk of illness or injury, should be subject to the most 
rigorous kind of premarket scientific review. The Committee believes 
that in respect to other devices, if the nation’s experts, who will be 
well represented on the classification panels, determine that it is appro- 
priate to establish reasonable performance standards relating to safety 
and effectiveness in order to protect the public health and safety, then 
the devices may be placed in the standard-setting category. Finally, 
the Committee believes that if the panels conclude that still other 
devices are safe and effective when used in conjunction with instruc- 
^ t ions for usage and warnings of limitation, then neither the premarket 

% clearance nor standard-setting mechanism should be necessary to pro- 
tect the public health and safety. 

It is the Committee’s intent that the widest range of national exper- 
tise in the medical devices area should be utilized in the establishment 
of classification panels. The Committee recognizes that experts from 
the industry could significantly contribute to the work of such panels 
because of their knowledge of industry practices and available tech- 
nology. The Committee was concerned, however, about potential con- 
flict of interest if industry representatives were to have ultimate de- 
cision-making responsibilities in an area that could vitally affect their 
own interest and perhaps their employment. The Committee therefore 
has provided that industry members may serve on the panels, but has 
specified that they be non-voting members. 
s The Committee was equally concerned that representatives of con- 
's sumer interests be able to participate on the panels. The Committee 
has therefore designated a non-voting consumer panel member for 
each of the panels. 

Tlie Committee is aware that the Food and Drug Administration 
has already begun a preliminary classification of medical devices. In 
this regard, there have been considerable questions with regard to the 
appropriate weight that should be given to classifications already made 
by the panels now in existence under present law. These panels have 
not fully utilized or adhered to the criteria for classifications as em- 
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bodied in this bill. Therefore the Committee does not believe that prior 
classifications should be accepted as such, but that a review of the work 
of these existing panels should be carried out. On tlie other hand, the 
Committee believes that the work of these panels has been most valu- 
able and Rhould wherever applicable, be utilized. Therefore, the Com- 
mittee has authorized the Secretary to utilize the existing panels, and 
the information and findings developed by such panels, wherever 
review determines that to be the appropriate procedure. 

The Committee recognizes the importance of the classification proc- 
ess. The report of the panel is considered to be a preliminaty classifica- 
tion. This is to avoid a conflict which could arise if a device was classi- 
fied by a panel under one classification and yet later failed to meet the 
statutory prerequisites for being so classified or met the statutory 
prerequisites for a different classification. The Committee wishes to 
make it clear that the classification report is tabe used as guidance by 
the Secretary in pursuing the procedures set out in other sections for 
permanently subjecting devices to particular regulatory procedures. 
This preliminary report is intended to serve as pot ice to manufacturers 
and others of the intent to proceed in a certain direction and thereby 
provide industry with an opportunity to begin developing any data or 
information which may be needed later to support continued market- 
ing of a device. Because of the preliminary nature of the classification 
there is no need to provide full administrative safeguards for this 
process, which thereby facilitates and expedites the chore of classify- 
ing thousands of devices. The Committee has provided for full admin- 
istrative safeguards once classification is final and a course of action 
lias been embarked upon. 

The Committee believes that a manufacturer who thinks he has de- 
veloped a significantly new or modified medical device should have the 
opportunity to petition for a classification of that new device. Until 
such time as that new product is classified the manufacturer may not 
market the product. The purpose of this provision is not intended to 
be strictly comparable to the new drug provisions in the Food. Drug 
and Cosmetic Act. This section is simply intended to provide a mecha- 
nism whereby devices which are new or which significantly differ from 
those devices previously classified, can be brought to the attention of 
the Secretary for the purpose of classification prior to marketing. 

Section 513 


This section authorizes the Secretary to establish standards for medi- 
cal devices. The Committee purposely added the word “performance-’ 
before the word “standards’* in this section. It is not the intention of 
the Committee to simply authorize the establishment of standards for 
the purpose of mechanically standardizing medical .devices. The Com- 
mittee believes that standards must relate to the safety or effectiveness 
(including reliability over time) of the device or other “performance” 
characteristics. The Committee intends that performance standards 
shall also go to questions of indicated uses, proper labeling, instruc- 
tions for use, warnings and uniformity of manufacture when those 
are in the interest of safety or proper and effective use. 

The Committee recognizes that the state of the art in the medical 
devices field is rapidly changing and continually improving and has 
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therefore provided that the Secretary shall undertake a periodic evalu- 
ation of tlie adequacy of all performance standards to be sure that 
they reflect changes in technology or medical science. 

The Committee believes that maximum use should be made of stand- 
ards that have already been developed by other Federal agencies and 
other nationally recognized standard-setting agencies or organizations. 
The Committee believes that the Secretary should review existing 
standards and should determine their applicability to meeting the re- 
quirements of this section. 

The Committee has provided for procedural safeguards in the stand- 
ard-setting process. There is time to comment upon the published no- 
tice of the need to develop a standard. If after reviewing those com- 
ments the Secretary publishes findings which are not responsive to 
the comments, a mechanism is proviaed for an appeal of the Secre- 
tary’s findings to the Court of Appeals and eventually to the Supreme 
Court. There is further review once a standard has been developed 
and the Secretary has issued a proposal to promulgate a standard. 
At that point interested parties may comment upon the proposal or 
can request referral of the proposal to an independent scientific ad- 
visory committee for review. There is further recourse 1 in terms of 
appealing the order establishing the standard to the Court of Appeals 
and, if necessary, to the Supreme Court. The Committee believes that 
the availability of these safeguards will protect and balance the rights 
of the different interests involved in the regulation of medical devices. 

The Committee believes that the development of standards requires 
the application of sophisticated knowledge. It is recognized that a 
considerable amount of expertise in this area exists outside the Gov- 
ernment. The Committee wanted to use this expertise and yet at the 
same time guard against a potential conflict of interest which might 
result if a standard were developed by a party having a proprietary 
interest in the nature of that standard. Therefore, the Committee-re- 
ported bill provides that when more than one offer to develop a 
standard is received, and where each offer is technically competent, 
the Secretary shall give priority to offerors who have no proprietary 
interest in the device for which the standard is to be developed. The 
Committee believes that, when nongovernmental groups (offerors) 
offer to develop standards for the Secretary’s consideration, members 
of such groups should be required to disclose certain information in 
order to minimize the potential for conflict of interest that might 
arise. Such information, as required by regulation, shall be made 
publically available at such time as an offer is accepted by the Secre- 
tary, in order to aid in the assessment of a proposed standard. The 
language in the bill is derived from the guidelines used by the Na- 
tional Academy of Sciences in requiring disclosure by committee mem- 
bers “On Potential Sources of Bias.” The Committee intends that 
the Secretary shall be guided by these guidelines, and by the Con- 
flict of Interest provisions of Public Law 87-849 (18 U.S.C. 202(a), 
in drafting regulations under this section. 

The Committee has authorized the Secretary, under this Section, to 
impose individual lot-testing where it is necessary and where no 
more practical means to achieve consistency or reliability are avail- 
able. The Committee’s intent is not to thwart the use of this pro- 
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cedure, but rather to insure that it will not be required as a regular 
part of each and every standard. To the extent that safety, effective- 
ness and reliability can reasonably be achieved without imposing in- 
dividual lot-testing, the Committee intends that the procedure not 
be used. 

The Committee was impressed by testimony at the hearings to 
the effect that the skill of the user of the medical device has a direct 
and significant bearing on the safety and effectiveness of that 
device. Therefore the Committee intends that the evaluation of the 
safety and efficacy of a device be done in relation to the skill of the 
person who is to utilize it. The Committee intends that if a device 
is safe only in the hands of eminently qualified specialists, that that 
device will be restricted to use by those specialists. 

The Committee believes it necessary to specifically prohibit manu- 
facturers from stockpiling devices from the date of promulgation of 
a performance standard and the effective date of such a standard. 
This is analogous to provisions of the Consumer Product Safety Act 
and is intended to prohibit manufacturers or distributors from build- 
ing abnormal inventories of products which would not meet an appro- 
priate standard. 

The Committee wishes to make it clear that standards and pre- 
market approval mechanisms are not mutually exclusive. A component 
of a device which is subject to premarket clearance may also be re- 
quired to conform to an applicable standard. The basic intent of the 
legislation is to assure safe and effective devices and the Secretary is 
authorized to use all of the authorities contained in this Act in any 
combination deemed necessary to protect the public health and safety. 

The Committee has specifically exempted all veterinary devices from 
the purview of this legislation. 

The Committee is aware of the special relationship that each health 

S ractitioner has with his patients. It is also aware of the need to 
evelop special customized devices to meet the^partieular needs of a 
given patient. It is also aware of the need for individual research on 
medical devices. Therefore the Committee exempts custom devices 
from the standard setting requirements and from premarket scientific 
review. This exemption shall apply only for devices ordered by physi- 
cians and the other health professionals designated by regulation, 
according to their own specifications. Those medical devices which are 
ordered for individual patients, to qualify for this exemption, mav not 
lie used as a course of conduct and may not be generally available 
through commercial channels to the professions. It is the intent of 
these provisions to allow physicians to order custom-made products 
but not to permit manufacturers to circumvent standards-setting and 
scientific review requirements by commercially exploiting these prod- 
/ nets. The phrase “devices not being used as course of conduct” does not 

prohibit a physician from ordering a custom instrument and using it 
in his practice on several patients. This exemption has been a cause of 
serious concern for the Committee, although it recognizes the need 
to exempt such devices so that innovation is not stifled and so that 
custom fitting or sizing would not be prohibited. It is not the intent 
of this exemption to allow for the development of customized “quack” 
devices or devices known to be unsafe or ineffective. 



The Committee has approached the problem of “quack” or worthless 
devices in an additional way, by authorizing the ban of certain devices 
which present a risk of illness, inqury, disability or deception and for 
which feasible standards could not be established and premarket sci- 
entific review would not be adequate. This section is aimed primarily 
at quack, worthless or totally unproven devices, but the Committee 
envisions that there will be other instances in which the banning of 
devices would be the appropriate regulatory action to be pursued. 
The Committee has also included a provision to authorize the seizure 
of devices which are distributed wholly in intrastate commerce. This 
provision will be applicable to all devices and will assist enforcement 
by doing away with the cumbersome and time consuming task of estab- 
lishing interstate shipment. This provision will be particularly useful 
against quack devices. 

The Committee, recognizes the rapidly changing nature of the de- 
vices field and therefore feels that provisions must be made to amend 
standards on the basis of improved technology or new scientific evi- 
dence. Such amendments should be made in an expedited fashion so 
that appropriate changes can be rapidly implemented. The purpose of 
this authority is to permit new or .improved devices to be marketed 
without delay so that the public may have such beneficial devices avail- 
able to them as soon as possible. 

Section 614 

This section provides for the premarket scientific review of medical 
devices. The Committee spent a great deal of time deciding upon the 
criteria to be used in determining whether or not a particular device 
should be subject to premarket scientific review. The Administra- 
tion's bill would have restricted such review to devices used in “life 
threatening situations” among other preconditions for such review. 
The Committee believes that this approach would be too restrictive 
because many devices could cause serious illness or injury which are 
not necessarily used in life threatening situations. The Committee 
believes that the potential for harm inherent in a certain device may 
not be determined solely on the basis of its intended use. Therefore 
the Committee has provided that the Secretary may declare a device 
subject to premarket clearance if, after consultation with appropriate 
panels, such review is found appropriate to insure safety and effec- 
tiveness or to reduce or eliminate unreasonable risk of illness or injury. - 
The Committee intends that devices which are considered to be “life 
supporting or life sustaining” shall be subject to premarket scientific 
review. In addition, the Committee believes that the Secretary should 
have the authority to declare a device subject to scientific review when- 
ever the Secretary feels that such a classification would be appropriate 
to protect the public health and safety. This authority would enable 
the Secretary to require premarket review even if the classification 
panels had not recommended such review. Additional^, the Com- 
mittee has provided that premarket scientific review should be im- 
posed only when there is no more practical means available to reduce 
or eliminate such risk of illness or injury. However, the Committee 
wishes to make clear that this latter criteria should not be viewed in the 
absolute. It is not intended to impose upon the Secretary that he estab- 
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lish beyond any doubt that there is no other means available to ac- 
complish the goals of safety and effectiveness. Rather, he must reason- 
ably find that other readily available means do not offer the same 
assurance of success or probability of success as premarket review 
does. 

In the course of its deliberations the Committee was guided by the 
decisions that have been made by the classification panel on the review 
of cardiovascular devices already in existence. In particular the min- 
utes of the panel meeting on October 9, 1973 said : 

The panel also reviewed the classification results for all of 
the cardiovascular devices. It was pointed out that since the 
scientific review or premarket clearance process may be the 
only method available to the panel by which it may request 
and analyze data pertinent to a device’s safety and efficacy, 
that several different types of devices may show up in this pro- 
josed regulatory category. Obviously those devices which are 
ife supporting) life sustaining or potentially hazardous to 
icalth, and which at the same time are in a stage of rapid 
development need premarket clearance in order to insure their 
safety and efficacy. Other devices which are also potentially 
hazardous to health or life supporting or life sustaining may 
also be placed in the scientific review category even though 
their widespread clinical use may generally be considered safe 
and effective. It is not expected that this latter group of de- 
vices would require the same type of review as the first group 
of devices mentioned. However, under proposed legislation, 
placing them in scientific review would give the Secre- 
tary and the advisory panel the opportunity to request and 
analyze the safety and efficacy data when this appears neces- 
sary in order to protect the public health. 

Pacemakers and artificial heart valves are examples of life 
supporting devices which are in a stage of development which 
is rapidly changing and which would require scientific review. 
Monitoring devices used in an intensive care unit and a num- 
ber of devices used to diagnose cardiac function are exam- 
. pies of the latter group of scientific review devices discussed 
in the paragraph above. 

The Committee understands that the decision to require premarket 
clearance is one of the most crucial decisions to be made under this Act. 
It has therefore constructed appropriate appeal mechanisms into the 
legislation. Once a regulation nas been published declaring that a de- 
vice shall be subject to scientific review, a mechanism is provided 
whereby that decision may be appealed to the Court of Appeals and 
eventually the Supreme Court. 

The Committee Delieves that the scientific review process must be one 
that is characterized by the highest standards of scientific excellence. 
In order to avoid a proliferation of scientific panels under this Sec- 
tion, the Committee nas decided that the panels used for classification 
shall, to the extent possible, be utilized during the process of premarket 
scientific review. These panels will be subject to the Federal Advisory 
Committee Act. 

The Committee has built further appeals mechanisms into the scien- 
tific review process. Once an application for scientific review has been 
submitted and reviewed under tnis Section, the applicant may appeal 



a negative decision by requesting that his application be referred to 
an independent advisory committee (in lieu of a hearing). If the inde- 
pendent advisory committee concurs in the decision to deny the appli- 
cant's proposal or if the Secretary does not concur in the committee's 
recommendation to permit marketing, the applicant may seek review 
by the Court of Appeals and eventually appeal to the Supreme Court. 

’ The Committee recognizes the necessity to encourage~scientific in- 
vestigation in the medical devices field and has attempted to provide 
optimum freedom for individual scientific investigators in their pur- 
suit of that objective. The Committee has therefore provided an ex- 
emption to qualified scientific investigators from the requirements of 
this Section during the time of the investigational use of devices in 
order that thev may collect sufficient data to establish that the device 
should be on the market. The Secretary may. by regulation, (after an 
opportunity for an informal hearing), establish procedures governing 
this exemption in addition to those set out in the legislation. The Com- 
mittee has provided in the reported bill that the Secretary shall have 
thirty days after the receipt of a submission under this Section to de- 
termine whether or not the investigation is appropriate. The Secretary 
may not delay the beginning of an investigation beyond thirty days 
unless he finds that the investigation does not or will not conform to 
this Section or to the regulations issued thereunder and has notified 
the sponsor of such findings. The Committee has also specifically de- 
fined the meaning of informed consent which must lie obtained in all 
but exceptional cases from any individual being used in investigations 
under this Section. 

The Committee was impressed by the argument presented by the de- 
vices industry of the need to establish a mechanism for the approval of 
devices subject to rapid obsolescence or frequent modification. There- 
fore, the Committee has established in the reported bill the product de- 
velopment protocol mechanism for such devices. The decision on 
whether or not this provision should be used in a particular case rests 
solely with the Secretary and in his discretion. The Committee wishes 
to make it clear that only an informal hearing shall be provided for 
a revocation of a product development protocol before tne Secretary 
has approved a notice of completion. However, once a notice of com- 
pletion is approved, the applicant shall have the same administrative 
rights as the holder of an approval under scientific review. 

Section ~>lo 

The Committee has been guided in the development of this Section 
bv the provisions of the Federal Hazardous Substances Act and the 
(Consumer Product Safety Act. The Committee believes that producers, 
assemblers, distributors and importers of devices should immediately 
notify the Secretary of any defect which could create a substantial 
risk to the public health or safety or fails to comply with the estab- 
lished standards. The Committee wants to make it "clear that infor- 
mation or statements exclusively derived from the notification re- 
quired by this Section cannot be used as evidence in any proceeding 
brought against a natural person pursuant to Section 303 of the 
Federal Food, Drug and Cosmetic Act with respect to a violation of 
law occurring prior to or concurrently with a notification. The Com- 
mittee feels that the Secretary should have considerable discretion in 
determining whether or not users of devices must be notified of de- 
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fects in any given ease. The Committee believes, however, that notice 
of defective devices should go to the general public unless the Secre- 
tary determines that such notification would endanger the public 
health or is unwarranted because of the insignificant nature of the 
deviation from the standard. 

Section 601 

The Committee has amended Section 501 of the Federal Food, Drug 
and Cosmetic Act to authorize the Secretary to issue substantive cur- 
rent good manufacturing practice regulations which will be applica- 
ble to medical devices and establishments manufacturing, processing 
or handling medical devices. The Committee believes that both indus- 
try and consumers have a vital interest in these regulations and that 
each should have a full opportunity to participate in the develop- 
ment of such regulations. 

Section 602 

The Committee believes that the Secretary of Health, Education, 
and Welfare should have authority to regulate, prescription medical 
device advertising. Therefore, the Committee has provided that the 
Federal Trade Commission Act (15 U.S.C. 52-57) will not be appli- 
cable to the advertising of prescription medical devices. The Com- 
mittee believes that the Secretary of HEW in administering this new 
law will develop significantly more expertise in the area of medical 
devices than the Federal Trade Commission and that therefore the 
regulation of prescription device advertising is more properly vested 
in the agency most knowledgeable about the area and tin* one that is 
truly charged with matters affecting public health and thus assuring 
the safety and efficacy of medical devices. 

Section 709 

The Committee recognizes that the medical device field is a rapidly 
expanding industry. The Committee feels that the Secretary should lie 
authorized to provide for (either directly or through contracts) new 
research and investigation into the safety and effectiveness of devices 
and the causes and prevention of injuries or other health impairments 
associated with exposure to or use of such devices. In addition, research 
should be carried out to lead to the development and improvement of 
device performance standards. The Committee recognizes that a device 
is only as good as the expert who uses it ancLtherelore authorizes the 
Secretary to conduct programs for the education and training oi indi- 
viduals with respect to proper installation and use of devices. 

Section 201 

The Committee recognizes that there is confusion at the present time 
about whether certain articles are to be treated as devices or drugs 
under the Food, Drug and Cosmetic Act. Therefore, the Committee 
reported bill has carefully defined “device” so as to specifically include 
implants, in-vitro diagnostic products and other similar or related 
articles. In vitro diagnostic products include those products which are 
not ingested and which are used to assist in the diagnosis of disease or 
other conditions of the body. 

Section 801 

The Committee reported bill has amended Section 801 of the Food, 
Drug and Cosmetic Act, which relates to the exportation of devices. 
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The Committee does not believe that substandard or unsafe or ineffec- 
tive devices should be permitted to be exported to foreign nations and 
has thus provided in its bill that the Secretary may deny export of any 
devices which do not fully conform to the provisions of this Act. 'pie 
Committee has, however, found that in many instances, articles subject 
to the Federal Food, Drug and Cosmetic Act which may not meet 
domestic standards for one reason or another might properly and sig- 
nificantly benefit foreign nations. The Committee has therefore pro- 
vided in this section ox the bill that such articles may be exported to 
foreign countries when the Secretary .finds that the non-compliance is 
not of such a nature as to expose the populations of foreign nations to 
undue risks of the public health and provided that the foreign nation 
specifically approves of such an export. 

General 

The Committee wishes to take specific note of the testimony of a 
number of witnesses, both within and without the industry who ex- 
pressed concern about the impact of this legislation on the small manu- 
facturer of medical devices. The concern stemmed from the importance 
of the small innovative manufacturer in the invention and develop- 
ment of new medical devices and the inability of these firms, because 
of limited financial resources, to sustain the high level of administra- 
tive costs demanded of a highly regulated industry. The Committee 
believes that these concerns are legitimate, as long as they are concerns 
for the preservation of small business consistent with the public’s need 
for safe and effective medical devices. The Committee is confident that 
the administration of this new law will also take into account the need 
to preserve the small manufacturer’s role in the device industry. 

V. Tabulation or Votes Cast in Committee 

Pursuant to section 133(b) of the Legislative Reorganization Act of 
1349, as amended, the following is a tabluation of votes in Committee : 

There were no rollcall votes cast in the Committee and the bill was 
ordered reported to the Senate unanimously. 

VI. Cost Estimate Pursuant to Section 252 or the Legislative 
Reorganization Act or 1970 

In accordance with Section 252(a) of the Legislative Reorganiza- 
tion Act of 1970 (Public Law 91-510, 91st Congress) the Committee 
estimates that the cost which would be incurred in carrying out this 
bill is as follows : 

No new funds are authorized by this legislation. The administration 
estimated that supplemental funds in the amount of $14 million would 
be requested in order to carry out the provisions of this act. 
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VII. Section-by-Section Analysis or S. 510 

Section 1 . Short title “Medical Device Amendments of 1973. ,: 

TITLE I— PRELIMINARY CLASSIFICATION OF MEDICAL 

DEVICES 

Section 101. Amends chapter V of the Federal Food, Drug, and 
Cosmetic Act to add a new section 511 as follows : 

Section*. 511. (a) Requires Secretary, within 60 days following first 
appropriation of funds for this purpose, to appoint panels of scientific 
experts to review and classify devices into appropriate categories based 
on safety and effectiveness. Panels are required to submit their find- 
ings to the Secretary within one year of their appointment. To the 
maximum extent practical, panels are to provide opportunities for nny 
interested persons to present their views on device classifications. Au- 
thorizes use of any existing expert panels formed prior to enactment 
of this Act for purposes of classification. Classification panels shall 
also serve as scientific review panels referred to in a later section of the 
bill. 

(b) (1) Members are to be skilled in use of or experienced in devel- 
opment, manufacture, perfection or utilization of devices. In addition 
to such experts, panels shall include as non voting members, represent- 
atives of consumer and industry interests. Panel members may he 
nominated by appropriate scientific, trade, and consumer organiza- 
tions. 

(2) Members are to have adequately diversified expertise in such 
fields as clinical and administrative medicine, engineering, biological 
and physical sciences or relating professions. The Secretary shall des- 
ignate one member of each panel as Chairman. Sets methods of com- 
pensation for members. 

(c) Panels are required to submit recommendations for the classifica- 
tion of devices into one of the three following categories, and to the 
extent pract icable, assign priorities within such classes : 

(1) Devices subject to premarket scientific review — Those devices 
for which insufficient information exists to (A) assure effectiveness or 

, assure that the device will not cause unreasonable risk of illness or in- 
jury and (B1 standards or other means may not be appropriate to 
eliminate sucn risk. Premarket scientific review shall be required for 
any such device if the panels determine the device is life sustaining or 
life supporting. 

(2) Devices subject to standards — those devices for which standards 
are appropriate to eliminate unreasonable risk and for which other 
means may not be appropriate. 

(3) Exempt devices — Those devices which are safe and effective 
when used in accord with directions (which are adequate for intended 
users) and which present minimum risk. 

(d) Requires Secretary to publish report on device classification 
scheme in the Federal Register and to allow for comment by interested 
persons. After reviewing comments, Secretary is required to provide 
by regulation for preliminary classification of devices. Allows Secre- 
tary to establish priorities for implementing regulatory action war- 
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ranted by such classification and to defer such action until an ap- 
propriate time consistent with expeditious implementation of the 
provisions. . 

(e) Permits Secretary to reclassify devices upon a specific finding 
and with advice of the appropriate panel. 

Such findings shall be published in the Federal Register and inter- 
ested persons snail have an opportunity to comment thereon. 

TITLE II— AUTHORITY TO ESTABLISH PERFORMANCE 

STANDARDS 

Sec. 513. (a) (1) Authorizes Secretary to issue a performance stand- 
ard (including uniformity and compatibility with systems or environ- 
ments) for any device for which a standard has been deemed appro- 
priate, whenever such action is appropriate to reduce or eliminate un- 
reasonable risk of illness or injury and when other means of reducing 
such risks may not be appropriate. 

Standard is to relate to safety, effectiveness over time, including 
where appropriate, reference to any one or more of the following: 
Composition, construction, properties, uniform identification, or per- 
formance of such device. 

Standard may also include: Provision for testing and measurement 
of characteristics, including where necessary, individual lot testing by 
or at direction of the Secretary. 

Secretary may require the use of and prescribe the form and content 
of instructions or warnings for proper installation, maintenance, oper- 
ation and use of device. 

(2) A performance standard may require device (or components) 
to be marked, tagged or accompanied by adequate warning and in- 
struction for protection of health or safety. 

(3) Secretory shall provide for periodic review of standards to be 
sure they keep pace with changes in the state of the art 

(4) When devices are intended for use by surgeons or other specially 
qualified persons, their safety and effectiveness shall be determined in 
tne context of such intended use. 

(b) (1) Prior to and during development of proposals for per- 
formance standards, Secretory would be required to consult with and 
consider relevant standards published by other Federal agencies of 
nationally or internationally recognized standard-setting agencies or 
organizations. Secretory may invite participation through conferences 
or other means of informed persons representative of scientific, pro- 
fessional, industry, or consumer organizations. 

(2) In carrying out his duties under this section, the Secretary to 
the maximum practicable extent shall utilize the personnel, facilities 
and technical support available in other Federal agencies. 

(c) (1) Requires Secretary to publish in the Federal Register a 
notice that proceedings are being initiated to promulgate a device 
performance standard. The notification shall contain : 

(A) Description of device, or type or class of device, to which 
proceeding to promulgate a standard relates. 

( B1 . Nature of risk to be controlled. 

. (C) Summary of data on which need for initiation of proceed* 
mg is based. 
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(D) Identification of any existing standard which may be 
relevant. 

(E) Invitation to any person or Federal agency to submit a 
proposed standard within 60 days of notice or to oner to develop 
a proposed standard in accordance with prescribed procedures. 

(2) Prior to an order to promulgate a performance standard the 
Secretary shall consider : 

A.) The degree of risk of harm associated with the device. 

B) Approximate number of devices subject to the order. 

(C) The device’s benefit to public and probable effect standard 
will have on utility, cost or availability of the device. 

(D) Means of achieving objectives with minimum market 
disruption. 

(E) Data and comments submitted. 

(3) Findings required by paragraph (2) above shall be published 
in Federal Register. Such findings snail be made only after review 
of the report of the appropriate panel and the preliminary classifica- 
tion of the device. The findings may be appealed to the Courts within 
30 days after their publication. 

(dj In lieu of accepting an offer to develop a standard, Secretary 
could publish as a proposed device standard an existing standard pub- 
lished by any Federal agency or other aualified agency if reference 
to such standard was made m the initial notice in Federal Register 
and if such standard were substantially acceptable. 

(e) (1) Except as otherwise provided, directs Secretary to accept 
one or more oners to develop a proposed performance standard. In 
accepting such offers, Secretary would determine whether offeror 
is technically competent to undertake and complete development of 
standard within tne period of time specified in the invitation and 
whether offeror has capacity to comply with prescribed regulations 
governing development of proposed standards. Where more than one 
offer is received the Secretary^ wherever possible, will give priority 
to offerors with no proprietary interest in the device to be subject to the 
standard. The Secretary shall by regulation require that each offeror 
(and appropriate officials of an offeror company) disclose: 

(A) All current industrial or commercial affiliations. 

(B) Sources of research support. 

(C) Companies in which offeror has a financial interest. 

(2) The Secretary shall publish the name and address of offeror (s) 
accepted and terms of offer as accepted. 

(3) Secretary could agree to contribute to offeror’s cost in develop- 
ing a standard if Secretary determines such contribution would 
likely result in a more satisfactory standard and that offeror is finan- 
cially responsible. Regulations would set forth acceptable items of cost, 
except that such items could not include construction (except minor 
remodeling) or acquisition of land or building. 

(4) Directs Secretary to prescribe regulations governing develop- 
ment of proposed standards, so as to require that : 

(A) Recommended standards be supported by test data or other 
documents as Secretary may require; 

(B) Recommended standards contain testing methods ap- 
propriate for measurement of compliance with standard; 
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(C) Interested persons be afforded an opportunity to partici- 
pate in development of standard ; 

(D) Records be maintained to disclose the course of the devel- 
opment of the standard ; 

(E) Secretary and Comptroller General shall have access to 
offeror’s records, documents, etc. for purposes of audit regarding 
any contribution. 

(f) If no person accepted invitation to develop a proposed standard, 
or the Secretary did not accept a proposed standard, or the Secretary 
accepted an offer but found that offeror was unwilling or unable to 
continue development of standard. Secretary could then develop a 
proposed standard according to procedures and regulations governing 
such development. 

(g) (1) (A) Within one year after period for submitting a proposed 

K rformance standard or offer to develop standard (which time may 
extended for cause), the Secretary shall either publish a proposal 
to promulgate a standard or terminate the procedure. A proposal to 
promulgate a standard shall set forth the standard and the manner in 
which persons may examine the background data and the manner in 
which they may present comments thereon (orally or in writing). The 
period for comment shall be at least 60 days but not more than 90 days 
(except for cause) . 

(B) Within 90 days after such period for comment expires the Sec- 
retary shall publish an order establishing a performance standard 
terminate the proceeding. The order shall include the Secretary’s rea- 
soning for the standard and the date(s) it will be effective. Effective 
dates shall, consistent with public health protection, be established so 
as to minimize market disruption. If the standard in the order is sub- 
stantially different from the proposal, 30 days for comment shall be 
permitted. — 

(C) The Secretary may, in such order, include findings in addition 
to those required. 

(2) Secretary may revoke a standard by notice in the Federal Reg- 
ister stating his reasons for determining that the performance stand- 
ard (or portion thereof) may no longer be in the public interest, the 
manner m which persons may examine underlying data and how they 
may present their views (orally or in Writing). As soon as practical 
thereafter the Secretary shall act on such proposed revocation, publish 
his reasons therefor, and set the effective date (s) < 

(3) Secretary may on his own or on petition amend a performance 
standard which shall be published in the V ederal Register and subject 
to 5 U.S.C. 553, judicial appeal and referral to an advisory committee. 

(4) 5 U.S.C. 553 (regarding administrative procedure) shall, con- 
sistent with this section, apply to all proceedings to promulgate, amend 
or revoke a performance standard. 

(5) (A) In the case of controversy concerning an order to promul- 
gate, amend, revoke or ban, adversely affected person may (within 
30 days) petition an appropriate United States Court of Appeals. A 
copy of the petition shall be transmitted to the Secretary by tne Court, 
whereupon the Secretary shall file with the Court the record upon 
which tne order is based. 

(B) Petitioner may apply for leave to adduce additional evidence 
which shall be granted upon a satisfactory showing of the need and 
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appropriateness of additional evidence. The Secretary, based on such 
additional evidence, may modify or set aside his original order. 

(C) The Court shall have jurisdiction to affrm or set aside (in 
whole or in part) the order, temporarily or permanently. If the order 
of the Secretary refuses to issue, amend or repeal a regulation and 
such order is not in accordance with law the Court may order the 
Secretary to take action in accordance with law. The findings of the 
Secretary, if supported by substantial evidence, shall be conclusive. 

(D) Appeal to the Supreme Court. 

(£) Such action shall survive notwithstanding changes of vacan- 
cies in the Office of the Secretary. 

(F) A certified copy of the record of proceedings before the Secre- 
tary shall be furnished at cost to interested persons and shall be ad- 
missible in any criminal libel for condemnation (except imports) or 
other proceeding arising under this Act notwithstanding proceedings 
with respect to the order which may have been previously instituted or 
become final under this section. 

(6) The Secretary may by regulation prohibit the stockpiling of 
nonconfonning devices between date of promulgating the order and 
the effective date. 

(h) (1) Authorizes Secretary to appoint independent advisory com- 
mittees to which could be referred any matters involved in a proposed 
device standard which requires the exercise of scientific judgment, 
prior to or after its publication in the Federal Register. Secretary 
could refer such proposals on his own initiative, and would be directed 
to refer such proposals when requested by any interested persons show- 
ing good cause. 

For the purpose of such referral the Secretary shall establish an 
advisory committee (which may be a standing advisory scientific re- 
view panel) and shall refer to it, together with all underlying data, 
the matter in question for a report and recommendation. After inde- 
pendent study, the committee snail certify a report and recommenda- 
tions to the Secretary together with all its underlying data and rea- 
sons for it recommendations. After considering all data before him 
including the Committee’s report, the Secretary shall by order affirm 
or modify or act on the order in question. 

(2) Secretary shall appoint qualified persons as members of the 
advisory committee. Such persons shall be of appropriate diversified 
professional background. Members (other than regular Government 
employees) may receive compensation (not to exceed GS-18 rate) and 
travel and per diem allowances. 

(i) (1) Manufacturers of devices subject to standards would have to 
assure the Secretary that such devices comply with any testing meth- 
ods prescribed in the standard or that device has been manufactured 
in accordance with current good manufacturing practice designed to 
assure such compliance. 

(2) To assure that devices are in conformance with standards, Sec- 
retary is directed to review and evaluate on a continuing basis the test- 
ing and quality control programs carried out by manufacturers of de- 
vices subject to standards. 

(j) Exempts from compliance with otherwise applicable standard 
any device: Intended solely for use in the diagnosis, cure, mitigation, 
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treatment, or prevention of disease in animals or to affect structure or 
function of animals; declared subject to scientific review, except for 
those characteristics of a device made subject to an existing standard 
under an application approved through scientific review, or a particu- 
lar device which the Secretary finds pursuant to regulations (issued 
after opportunity for a hearing) may notwithstanding an applicable 
standard be marketed pursuant to premarket scientific review 
approval. 

(k) Directs Secretary to issue regulations permitting interstate 
shipment of devices varying from an applicable standard for the pur- 
pose of testing or investigation, prior to amendment of the standard. 

(l) Exempts custom made devices ordered by a physician (or other 
specially qualified person as authorized by regulations of the Secre- 
tary) for individual patients. 

(m) (1) After consultant with the appropriate panel and after af- 
fording interested persons an opportunity for an informal hearing 
Secretary may, by regulation, ban a device if he finds the device pre- 
sents an unreasonable risk of harm or deception and that performance 
standards or premarket approval would not adequately protect the 
public . 

(2) Secretary may declare a proposed regulation banning a device on 
an interim basis pending administration and judicial appeals if (after 
opportunity for informed hearing) he finds such banning will expedi- 
tiously reduce risk of harm to public or gross deception. 

(n) Secretary may amend performance standard on an interim 
basis, pending completion of standard setting procedure, if he deter- 
mines (after opportunity for informal hearing) that amendment is 
needed to permit rapid implementation of desirable changes or expe- 
ditiously reduce risk of harm but thereby shall not prohibit devices 
conforming to existing standards. 

Sec. 202. (a) A device is adulterated unless it conforms to an appli- 
cable standard or if it is a banned device. 

(b) A device is misbranded unless its labeling bears warning, etc. 
required by standard or if it fails to comply with the quality testing 
or measurement required under section 513 (l) . 

TITLE III— SCIENTIFIC REVIEW OF CERTAIN MEDICAL 

DEVICES 

Sec. 301. (a) A device is adulterated if it is unsafe under section 
513 (scientific review). 

(b) Amends Chapter V of Federal, Food, Drug, and Cosmetic Act 
by adding a new section 514 as follows : 

* Sec. 514. (a) Secretary may declare a device, for which scientific 
review has been deemed appropriate according to the device classifica- 
tion scheme, subject to such review, if after consulting with appropri- 
ate scientific review panels he finds that : Scientific review is appropri- 
ate to ensure safety and effectiveness or is appropriate to reduce or 
eliminate unreasonable risk of illness or injury associated with expo- 
sure to or use of a device or if he determines that scientific review is 
appropriate to protect public health and other means may not be appro- 
priate to reduce the risk of harm. To the maximum extent practicable, 
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the Secretary shall provide interested persons an opportunity to sub- 
mit data and views on the matter. The declaration shall be by regula- 
tion and shall set forth and be based on the report, recommendations 
and comments developed as part cf the classification scheme. Promul- 
gation of a regulation declaring a device subject to scientific review 
may be appealed to appropriate Court of Appeals. A device declared 
subject to scientific review shall be deemed unsafe unless — 

1. An approval is in effect, 

2. It is exempt, or 

3. It is intended solely for veterinary use. 

(b) Secretary shall utilize the standing advisory panels for review 
applications, plans and protocols under this section. 

(c) (1) Scientific review of a device declared subject to such review 
may be obtained by submitting to the Secretary an application con- 
taining the following : 

(A) Reports of all information concerning investigations to 
determine safety, reliability, or effectiveness of devices which are 
known or reasonably should be known to the applicant. 

(B) Statement of composition, properties, construction, and 
principles of operation of device. 

(C) Description of methods used in, and facilities and controls 
used for, manufacture, processing, and when relevant, packing and 
installation of device. 

(D) Identification of any standard applicable to such device, or 
its component, and adequate information either to show device 
meets such standard or to justify any deviation. 

(E) Samples of device and its components. 

(F) Specimens of proposed labeling. 

(G) Any other relevant information as Secretary upon advice 
of the appropriate panel may require. 

(2) Directs the Secretary to refer application, upon receipt, to 
appropriate panel (s) for report and recommendations within such 
period as he may establish. 

(d) No later than 120 days after receipt of application, unless addi- 
tional period agreed upon by Secretary and applicant. Secretary is 
required, after considering panel’s recommendations, either to ap- 
prove application, advise applicant that application is not in appro- 
priate form and inform applicant of measures required to receive 
approval, or deny approval if device fails to meet criteria set forth 
below. 

(e) (1) Secretary shall deny application, if on basis of information 
submitted or other information before him and after opportunity for 
review by an advisory committee he finds: 

(A) Device is not shown to be safe for use under conditions 
prescribed, recommended, or suggested in proposed labeling; 

(B) The method used in, and' facilities and controls used for, 
manufacture, processing, packing, and installation do not con- 
form to current good manufacturing practices ; 

(C) There is a lack of adequate scientific evidence to show 
device will have effect it purports or is represented to have under 
conditions on the label ; 
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(D) The labeling itself is false or misleading. > 

(E) The device is not shown to conform with an applicable 
standard. 

In making Buch determination Secretary shall weigh the benefit to the 
public from the use of the device against any hazard to the public 
health which would probably result from its use. . . 

(2) “Adequate scientific evidence” is defined as evidence consisting 
of sufficient well-controlled investigations, including clinical invest!* 
gations where appropriate, by qualified scientific experts, on the basis 
of which it could fairly and responsibly be concluded that device will 
have effect it purports or is represented to have under conditions pre- 
scribed in its proposed labeling. However, Secretary may determine 
that other valid scientific evidence is sufficient to establish effective- 
ness of device. 

(3) The safety and effectiveness of devices intended for use by 
physicians, surgeons or other specially qualified persons shall be de- 
termined in light of such intended use. 

(4) (A) Applicant may, within 30 days of denial of application, 
obtain review by an independent scientific advisory committee and 
Secretary shall give its report appropriate weight in reviewing the 
application. 

(B) In lieu of review by independent advisory committee, appli- 
cant may receive review pursuant to 5 U.S.C. 354 (relating to ad- 
ministrative procedures ) . 

(f)(1) Secretary may, after obtaining advice from a panel (s) if 
appropriate, and after giving due notice and opportunity for hearing 
to the applicant, withdraw approval if he finds : 

(A) (i) Clinical or other experience or tests show device to be 
no longer safe, for use under conditions previously approved; 
(ii) Evidence of clinical experience, not contained in original 


application or not available until after application was approved, 
or tests by new methods or methods not reasonably applicable at 
time application was approved show device to be no longer safe; 
(B) New information, evaluated together with evidence on 

l ' » . * •••tv w t i i i m i 


which application was originally approved, shows lack of ade- 
quate scientific evidence that device will have effect it purports: 
(C) Original application contains untrue statement of material 
fact; 


(D) Applicant fails to establish system for maintaining re- 
quired records, or has repeatedly or deliberately failed to maintain 
such records or make required reports, or has refused to permit 
access to such records ; 

(E) New information, together with evidence in original appli- 
cation, show methods used in, or facilities or controls used for, not 
in conformance with good manufacturing practice, and were not 
brought into conformance within reasonable time after formal 
notification; 

(F) New information shows labeling is false or misleading and 
not corrected within a reasonable time ; or 

(G) New information shown device to be in non-compliance 
with an applicable standard. 
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(2) Secretary may immediately suspend approval if he finds an 
imminent health or safety hazard is involved. Applicant is to be noti- 
fied promptly and given opportunity for expedited hearing. This au- 
thority may not be delegated. 

(3) An order under this section shall state the findings upon which 
it is based. 

(g) Whenever Secretary finds that facts so require, he shall revoke 
any previous orders denying, withdrawing or suspending approval of 
application and shall approve or reinstate such approval of an appli- 
cation. 

(h) Order of the Secretary may be served by a designee or by 
registered or certified mail to applicants last known address in Secre- 
tary's records. 

( i ) ( 1 ) An applicant may petition Secretarv to obtain review of 
application of Secretary’s action by an independent advisory commit- 
tee of experts. Secretary may also refer an application to such a com- 
mittee on his own initiative. Committee shall after independent study 
certify a report and recommendations to Secretary (a copy of which 
shall be sent to applicant or petitioner) . Applicant and representatives 
of the Department would have the right to consult with the committee. 
Secretary is to consider findings of the independent committee and 
thereupon may conform or modify any prior order. 

(2) Provision for establishing independent advisory committee in 
standards section (Sec. 513(h) ) shall apply here. 

(3) Paragraph (3) of Sec. 513(h) snail apply in case of referral to 
advisory committee under this section. 

(j) Judicial review to Court of Appeals is provided with respect to 
final orders denying or withdrawing approval. 

(k) (1) Declaration that purpose of this subsection is to encourage 
discovery and development of useful devices and maintain optimum 
freedom for individual scientific investigators, consistent with protec- 
tion of public health and safety and with professional ethics. Informa- 
tion required to be submitted shall be concise and no more burdensome 
than necessary. 

(2) Devices intended solelv for investigational use (in an appro- 
priate scientific environment; by qualified experts are exempt from 
scientific review. 

(3) Secretary shall promulgate regulations (after opportunity for 
a hearing) relating to the application of such exemption to any device 
intended for clinical testing in humans in developing data to support 
an application. 

(4) Such regulations may condition such exemption noon: 

(A) Submission of outline of plan of initial clinical testing to 
either a local institutional review committee established to super- 
vise clinical testing in the facility where initial testing is to occur, 
or to the Secretary for review by appropriate standing scientific 
review panel. 

(B) JPrompt notification to Secretary of approval of plan by 
review panel. 

(C) Submission to either a local institutional review committee 
or the Secretary of an adequate protocol for clinical testing to be 
conducted by separate groups of investigators under essentially 
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same protocol, together with report of prior investigations of de- 
vice, including tests on animals, adequate to justify the proposed 
testing. 

(I)) Obtaining of signed agreements from investigators that 
humans upon whom device to be used will be under their personal 
supervision. 

(E) Establishment and maintenance of records, and making of 
such reports obtained from investigational use of device, as Sec- 
retary finds will enable him to evaluate safety and effectiveness 
of device. 

(F) Other conditions relating to protection of public health 
and safety as Secretary may deem necessary. 

Nothing in this subsection shall be construed to require investigators 
to submit directly to the Secretary reports on investigations. Secre- 
tary shall determine if investigation conforms to this section within 
30 days of a submission or notification under this section, and the in- 
vestigation shall not begin until sponsor receives notice from Secre- 
tary that investigation conforms to this section provided, Secretary 
may delay beginning of investigation unless he so finds and notifies 
sponsor of sucn finding (s). Secretary may exempt investigation from 
all or part of this subsection in the public interest. 

( 5 ) Regulations must assure that — 

Rights and welfare of subjects are adequately protected ; 

Risks are outweighed by potential benefits or importance of 
knowledge to be obtained ; and 

Informed consent of participants is to be obtained by adequate 
methods in all but exceptional cases. 

(A) The term “informed consent” means consent qf a person, or his 
legal representative, so situated as to be able to exercise free power 
of choice without intervention of any element of force, fraud, deceit, 
duress, etc. Such consent shall be evidenced by an agreement signed by 
such person or his legal representative. Such agreement shall include: 

(1) Explanation of procedures, including any of an experi- 
mental nature; 

(2) Description of any discomforts and risks which can be 
reasonably expected ; 

(3) Fair explanation of likely results if experiment fails; 

( 4 ) Description of reasonably expected benefits ; 

(5) Disclosure of alternative procedures potentially advan- 
tageous for the subject ; 

(61 Offer to answer any inquiries concerning procedures; and 

(7) Instruction to subject regarding his freedom to discontinue 
participation at any time. 

Consent agreement must contain no language through which subject 
i waives any legal rights or releases the institution or its agents from 

> liability for negligence. Requires that permanent record be kept of 

such consent. 

(B1 “Exceptional cases” to be construed strictly, permits waiver of 
only those elements of consent in subparagraph (A), 1-7, as justified 
by circumstances, and requires written concurrence by two physicians 
not involved in the research unless there is a life-threatening situation 
and such concurrence is not feasible. 
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(61 Whenever Secretary finds device being investigated on humans 
which fails to meet conditions for exemption he snail notify such 
sponsor of his determination, and reason therefor and the exemption 
shall not apply until failure to comply is corrected. 

(7) In determining applicability of this subsection to any device 
and/or its compliance therewith, Secretary may obtain advice of ex- 
perts not employed in carrying out this Act (except as consultants) . 

(1) Exempts custom devices ordered by physician (or other spe- 
cially qualified persons as determined in regulations) for individual 
patients. 

(m) (1) A device intended for use by a practitioner which is subject 
to frequent modifications, rapid obsolescence or which will not be pro- 
duced in substantial volume may be exempted from scientific review 
if it is to be developed in accord with a product development protocol. 

(2) Any person may petition Secretary to establish a product de- 
velopment protocol for such a device. Secretary m ay, within 30 days, 
refer petition to an expert panel, which may, within 60 days or such 
other times as agreed upon by panel and petitioner, approve an ap- 
propriate protocol. If approved, protocol must stipulate : 

(A) Investigational procedures required prior to clinical trials 
on device; 

(B) That institutional review committee make written finding 
of risk-to-benefit ratio and continually monitor and report on 
clinical trials; 

(C) Type and quantity of clinical trials required prior to filing 
notice ot completion of protocol; 

( D) Maintenance of records to show compliance with protocol ; 

( E ) Informed consent from all human subjects ; and 

(F) That copies of all required records be available to Secre- 
tarv upon his request. 

(3) If panel does not approve a protocol within 60 days, Secretary 
may consider and approve protocol (with or without modification) 
within next 60 days. If neither panel nor Secretary approves a proto- 
col, a final order will be issued denying petition and stating reasons. 

(4) After approval of protocol, petitioner may submit notice' of 
completion of the requirements of protocol, indicating that to the best 
of his knowledge, no reasons exist relating to safety, effectiveness, or 
other public health considerations why device should not be marketed. 
The Secretary shall approve or disapprove such notice within 90 daya. 

(5) Secretary may at any time prior to approving a product de- 
velopment protocol and after providing petitioner with opportunity 
for informal hearing, revoke a protocol or object to notice of comple- 
tion, if he finds in writing : 

(A) Petitioner failed to comply with protocol requirements; 

or _ , ‘ . 

(B) Results of clinical trials differ so substantially from re- 
sults required in protocol that further trials arc unjustifiable; or 

(C) Device is not safe for use under conditions prescribed in 
labeling; or 

(D) A lack of adequate scientific evidence showing device to 
have effect it purports to have on label. 

(6) Allows Secretary to immediately revoke an exemption pertain- 
ing to a device subject to a product development protocol, if an im- 
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minunt hazard to public health or safety is caused by existence of such 
exemption. 

(7) Secretary may also revoke an exemption, after a notice of com- 
pletion of protocol requirements has become effective, if he finds that 
any grounds listed in subsection referring to withdrawal of approval 
of application under scientific review apply. 

(8) Secretary may reconsider an order revoking an exemption 
under this section and reinstate such exemption. 

(n) (1) Devices in use the day before such device is declared sub- 
ject to scientific review, will be considered adulterated (unless ap- 
proved) on the closing date or, if sooner, with respect to-an applicant 
the date his application is approved. 

(2) Defines “closing date” shall be 30 months after date device is 
declared subject to scientific review, except Secretary may extend 
period to sixty months but may terminate such extension if progress 
reports etc., and not supplied. 

Sec. 302. (a) Makes it a prohibited act to fail to establish, maintain, 
or make a report under the investigation device section or the section 
requiring records and reports. ^ 

(b) Prohibits any representation that a device has been approved 
under section 514. 

TITLE IV— NOTIFICATION OF DEFECTIVE DEVICES; 
REPAIR OR REPLACEMENT 

Sec. 401. Amends Federal Food, Drug, and Cosmetic Act by adding 
new section 515 as follows: 

Sec. 515. (a)(1) Every person acquiring information which reason- 
ably supports the conclusion that a device produced, assembled, dis- 
tributed, or imported by him to contain a defect which could create 
a substantial risk to the public health or safety, or to be in noncompli- 
ance with an applicable standard would be required to notify the Sec- 
retary of such defect or failure if device has left control of the manu- 
facturer. Information received under this section (except for required 
records) shall not be used in prosecuting natural persons under the 
Federal Food, Drug, and Coemetic Act. 

(2) Notification wall contain a clear description of the defect evalu- 
ation of the hazards and measures being taken to correct defect and 
protection against the hazaift. 

(3) The term “defect” as it relates to a device means a deficiency 
in design, materials, or workmanship, and does not include any 
deficiency resulting from use of improper accessories, improper in- 
stallation, maintenance, repair, or use of device, or deficiency resulting 
from normal use of device after expiration of lifetime represented by 
manufacturer. 

(b) (1) If Secretary determines device presents substantial hazard, 
he may make certain adequate notification is made by most appropri- 
ate persons and means to all persons including manufacturers, distrib- 
utors, health professionals, and users. 

(2) If Secretary determines users need not be notified he will notify 
health professionals who may comment on advisability of notifying 
general public. Thirty days thereafter he will notify public if he de- 
termines notification will not endanger public health. 


\ 
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(3) If the Secretary determines after opportunity for a hearing 
that device presents substantial hazard he may order manufacturer 
or distributor or retailer to take following action at his election to ex- 
tent purchaser’s (and, if appropriate his physician) consent is ob- 
tained. Those actions are (1) bring device into compliance (2) replace 
device, and (8) refund purchase price (less depreciation if over one 
year old) Secretary may require submission of plan for carrying out 
this requirement. 

(d) (1) No charge will be made of persons availing themselves of 
this remedy and they shall be paid for expenses necessary to do so. 

(2) The Secretary may require manufacturer, distributor, or re- 
tailer to reimburse another manufacturer, distributor, or retailer if 
in the public interest. 

(3) An order requiring repair, replacement or refund may only be 
made after opportunity for an informal hearing. If interested person 
wishing to participate in hearing is one of a class that is represented, 
the Secretary may limit his participation to such representative. 

(e) Remedies under thb shall be in addition to and not in substitu- 
tion for any other legal remedies. 

Sec. 402. Failure to furnish notification or information under sec- 
tions 515 or 516 or failure to comply with an order under section 515 
are made prohibited acts. 

Sec. 408. Conforming technical amendment. 

TITLE V— REQUIREMENT OF GOOD MANUFACTURING 

PRACTICE 

Sec. 501. Amends section 501 of Federal Food, Drug, and Cosmetic 
Act to provide that a device is adulterated if it is manufactured, proe- 
essedj or installed except in accord with current good manufacturing 
practice as determined by the Secretary’s regulations issued under 
section 701(a) of the Federal Food, Drug, and Cosmetic Act. 

TITLE VI — RECORDS AND REPORTS INSPECTION AND 
REGISTRATION OF ESTABLISHMENTS; OFFICIAL 
NAMES 

Sec. 601. Amends Chapter V of the Federal Food, Drug, and Cos- 
metic Act by adding a new section 516 as follows : 

Sec. 516. (a)(1) Requires persons manufacturing, processing, re- 
packing, labeling, or distributing a device subject to a standard which 
is subject to an approved application for scientific review, to maintain 
records and make reports to the Secretary on clinical experience and 
other data relating to safety or effectiveness of such device, or possi- 
bility of adulteration or misbranding, etc. Regulations under this 
section are to have due regard for professional medical ethics and 
interests of patients. 

(2) Persons required to maintain such records must allow em- 
ployees of Secretary to have access to any copy and verify such 
records. 

(bl Exempts from the requirement of records the following: 

(1) Licensed practitioners who manufacture or process devices 
solely for use in their professional practice. 
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(2) Persons manufacturing or processing devices solely for use in 
research or teaching and not for sale. 

(3) Other classes of persons as Secretary may exempt. 

(c) Every person engaged in manufacuring devices shall on request 
furnish to the Secretary pertinent technical data. 

Sec. 602. Provides that authorized inspection of establishments 
processing or holding prescription devices may extend to all things 
therein, including records, files, papers, processes, controls, facilities, 
etc. but not to financial, sales or pricing data or personnel (except for 
qualifications of technical and professional personnel). Such inspec- 
tion is not authorized with respect to pharmacies, medical practi- 
tioners, researchers, and other persons exempted by Secretary. 

Sec. 603. Each device establishment is required to register annually 
with the Secretary and submit a list of all devices processed therein 
(which list may be updated) and submit certain labeling and adver- 
tising for such fisted devices. 

Requires device label to bear (in type at least half the size of type 
used for brand name) the established name of the device (unless ex- 
empted). Defines “established name” to mean name designated by Sec- 
retary, name of device as it appears in an official compendium or its 
common or usual name. 

Provides that device establishments engaged solely in intrastate 
commerce are subject to registration as well as those engaged in inter- 
state commerce. 

TITLE VII— GENERAL PROVISIONS 

Sec. 701. Amends chapter VII of the Federal Food, Drug, and Cos- 
metic Act by adding new section 708 as follows : 

Sec. 708. (a) Establishes Advisory Council on Devices to advise 
Secretary on policy matters relating to carrying out provisions of the 
Act. Members appointed by the Secretary are to be manufacturers, 
scientists, engineers, and members of the professions using such de- 
vices, as well as consumers and other persons knowledgeable about 
problems involved in device regulation. 

(b) Secretary may, without regard to civil service and classification 
laws, appoint other advisory committees and council as he deems 
desirable. 

(c) Sots methods of compensation of Council members. 

Sec. 702. Amends chapter VII of the Federal Food, Drug, and Cos- 
metic Act to add a new section 709 as follows : 

Sec. 709. (a) Authorizes Secretary to conduct, either directly or 
through contracts with public or private agencies, organizations or 
individuals, research, studies, and education and training in areas re- 
lated to device safety, development of standards, testing methods, etc. 

(b) Directs Secretary to cooperate with and invite participation by 
other Federal or State agencies and interested professional or indus- 
trial organizations; to collect and publish results of research and 
other activities. Authorizes Secretary to obtain devices for research 
nnd testing purposes. 

Sec. 703. Amends section 705 of the Federal Food, Drug, and Cos- 
metic Act to permit Secretary to disseminate information regarding 
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device standards, testing facilities and methods, other information on 
nature and extent of device hazards. 

Sec. 704. Amends chapter IX of the Federal Food, Drug, and Cos- 
metic Act ; add new section 903 as follows : 

Sec. 903. (a) Prohibits States from establishing or maintaining 
standards or regulations for any device which is specifically subject to 
an official Federal standard or scientific review, unless State require- 
ments are identical to the Federal requirements. 

(b) Specifically allows Federal, State, and local governments to es- 
tablish safety requirements applicable to a device for their own use, 
if such requirements impose a higher performance standard than 
otherwise required by applicable Federal law. 

(c) Allows Secretary to exempt a State proposed safety requirement 
from preceding provision if proposed requirement : 

Imposes higher performance level than Federal standard ; 

Is required oy compelling local conditions ; and 

Does not unduly burden interstate commerce. 

Sec. 705. Amends section 301 (j) of the Federal Food, Drug, and 
Cosmetic Act to provide that information on methods or processes 
which are trade secret received in submission under the Act shall not 
be disclosed outside the Department except that trade secret informa- 
tion may be given to contractors under appropriate security provisions 
for a use in furtherance of the purposes oi the Act. 

Sec. 706. Amends section 201 of the Federal Food, Drug, and Cos- 
metic Act to define “device” as follows : 

The term “device” means instruments, apparatus, implements, ma- 
chines, contrivances, implants, in vitro reagents, or similar articles, in- 
cluding their components, parts, and accessories which are : 

(a) Recognized in the official U.S. Pharmacopeia or National 
Formulary, or any supplement to them ; or 

(b) Intended for use in diagnosis, treatment, or prevention of 
disease in man or other animals ; or 

(c) Intended to affect structure or any function of the body of 
man or other animals ; and 

(d) Which do not achieve any of their principal purposes 
through chemical action within or on the body of man or other 
animals and which are not dependent upon being metabolized for 
achievement of their principal purposes. 

Sec. 707. Provides that a prescription device is misbranded if its 
advertising is false or misleading or unless the advertising contains 
the established name, full description of its components or qualitative 
formula; and a brief summary of side effects, contraindications, and 
effectiveness (as provided in Secretary’s regulations.) Prior approval 
of advertising shall not be required except in extraordinary circum- 
stances. Prescription device advertisements shall not be subject to sec- 
J tions 12-17 of the Federal Trade Commission Act. 

Sec. 708. Defines the term “prescription device” to mean any device 
so designated by the Secretary as being restricted to sale or distribu- 
tion only upon written or oral authorization of licensed practitioner. 
A device shall not be designated as prescription unless because of its 
potential harm it is not safe for use except under supervision of li- 
censed practitioner or unless it is limited to prescription sale pursuant 
to approval of an application for scientific review. 



Sk«\ 700. Amends section 304 of tin* Federal Food, Drug, nml Cos- 
metic Act to permit the seizure, of adulterated or misbranded devices 
found in any .State. ~ 

Skc\ 7 10. Amends section SOI of the Federal F<khi, Pnt£. and Cos* 
metic Act to prohibit the exportation of noncomplyinp devices. The 
Secretary mnv permit export of articles not in compliance with the 
Federal Food, Drug, anct Cosmetic Act if he determines that such 
ex|H>rt is in the interest of public health and has the approval of the 
country to which it is to be exported. 

Svr. 7 11. (a) Except as provided in subsection (b) the Act will take 
effect on its enactment. 

(b) Provision that device is adultered without approval becomes 
effective in one year or on date of approval of application with respect 
fo certain uses of the device. 

(e) Person owning device establishment prior to the enactment date 
shall have seven months to register such establishment. If such initial 
registration takes place in 1075 such establishment will l>e deemed 
registered for that year. 

VIII. Changes in Existing Law 

In compliance with subsection (4) of rule XXIX of the Standing 
Rules of the Senate, changes in existing law made by titles I through 
III of the bill, as reported, are shown as follows (existing law pro- 
posed to be omitted is enclosed in black brackets ; new matter printed 
m italic) : 

FEDERAL FOOD, DRUG, AND COSMETIC ACT 

• * '• * « 

- Chapter II — Definitions 

Sec. 201. * * * 

J[(h) The term “device”’ (except when used in paragraph (n) of 
tins section and in sections 301 (i), 403(f), 502(c), and 602(c) means 
instruments, apparatus, and contrivances, including their components, 
parts, and accessories, intended (1) for use in the diagnosis,. m re, 
mitigation, treatment, or prevention of disease in man or other ani- 
mals ; or (2) to affect the structure or any function of the body of man 
or other animals] 

(h) The term “ device ” ( except when wed in paragraph (« )_*>/ thin 
xection and in sections 301 (i), 403(f), 502(c) , and 002(c)) means in- 
struments , apparatus, implements , machines, contrivances, implants, 
in vitro reagents , and other similar or related articles, including their 
components, parts , and accessories (1) recognized in the official No- 
tional Fotmulatn/, the official United States pharmacopeia or any sup- 
plement to them; or (2) intended for use in the diagnosis of disease 
or other conditions or in the cure, mitigation , treatment , or prevention 
of disease in man or other animals; or (3) intended to affect the 
*i mature or any function of the body of man or other animals ; and 
(4) which do not achieve any of their principal intended purposes 
through chemical action within oi' on the body of man or other animals 
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and which are not dependent upon being metabolized for the achieve - 
ment of any of their principal intended purposes. 

* * • * ■ * 

(y) The term “ prescription device” means any device which the 
Secretary shall designate by regulation as being restricted to sale or 
distribution only upon the written or oral authorization of a practi- 
tioner licensed by law to administer or use such device and under such 
other conditions as the Secretary may by regulation prescribe. The 
Secretary may designate as a prescription device , pursuant to the 
preceding sentence , only a device which : 

(1) because of its potentiality for harmful effect , or the col- 
lateral measures necessary to its use , is not safe for use except 
under the supervision of a practitioner licensed by law to admin- 
ister or use such device ; or 

(£) is limited by an approved application under section 611 
to use under the professional supervision of a practitioner licensed 
by law to administer or use such device . 

Chapter III — Prohibited Acre and Penalties 

PROHIBITED ACTS 

Sec. 301. * * * 

(e) The refusal to permit access to or copying of any record as 
required by section 703; or the failure to establish or maintain any 
record, or make any report, required under section 505 (i) or (j), 507 
(d) or (g) [or] 512(j), (l),or (m ),6J4(k), or 616(a) or the refusal 
to permit access to or verification or copying of any such required 
record. 

* * * * * 

(j) The using by any person to his own advantage, or revealing, 
other than to tne Secretary or officers or employees of the Depart* 
ment, or to the courts when relevant in any judicial proceeding under 
this Act, any information acquired under authority of section 404, 
400, 505, 506, 507, 611 , 512, 513 , 5/4, 5/5, 5/5, 704, or 706 concerning 
any method or process which as a trade secret is entitled to protection. 
The Secretary may provide any information which contains or re- 
lates^ to a trade seci'et or other matter referred to in this section or in 
section 19Q5 of title 18 , United States Code, to a contractor in further- 
ance of the provisions of this Act , and such contractor shall take such 
security precautions as are prescribed in regulations promulgated by 
the Secretary and shall be subject to the provisions ana, penalties estab- 
lished in this Act and in section 1905 of title 18 , United States Code. 
* * * * * * * 

(L) The using, on the labeling of any drug or device or in any ad- 
vertising relating to such drug or device, of any representation or sug- 
gestion that approval of an application with respect to such drug or 
device is in effect under section 506 or 511, as the case may be, [505] 
or tlmt such drug or device complies with provisions of such section. 

****** 0 

(g)U) 1 he failure or refusal to furnish any notification or other 
material or information as required by section 6 to or 610; or (2) the 
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failure. or refusal to comply with any reguireme.nt prescribed under 
authority of section 313 (c). 

******* 

SEIZURE 

Sec. 304. (a)(1) 

******* 

(2) The following shall lx* liable to be proceeded against at any time 
on libel of information and condemned in any district court of the 
I'niled States or 1'nited States court of a Territory within the juris- 
diction of which they arc found: (A) Any drug that is a counterfeit 
drug, (]>) Any container of a counterfeit drug, fund] (C) Any punch, 
die, plate, stone, labeling, container, or other thing used or designed 
for use in making a counterfeit drug or drugs [.], and (D) Any adul- 
terated or misbranded device. 

******* 

Oi iactkij V — Darns axi» Devices 

AM * I .TKUATKI) DKCOS AND DEVICES 

Skc. 501. A drug or device shall be deemed to be adulterated — 

(a) * * * 

* * * * ♦ # * 

(e)(1) If it is. of purports to be. or is represented as, a device with 
respect to which, or with respect to any component , part, or accessory 
of which there has been promxd pitted a performance standard under 
section old, unless such device, or such component, part, or accessory , 
is in all respects in conformity with such pe-rfonnonce standard ; or 

($?) if it is a banned device. 

(/) *f (J) it is a derice, and (l) such derices, or any component , 
part , or accessory thereof, is deemed unsafe or ineffective within the 
meaning of section 31 Jf with respect to its use or intended use. 

(g) If it is a device and the methods used in, or the facilities or con- 
trols used for, its manufacture, processing, packing, holding, or instal- 
lation do not conform to, or are not operated or administered in con- 
formity with, current good manufacturing practice . as determined by 
regulations of the Secretary promulgated under section 701(a) after 
consultation with all interested persons and after an opportunity foi' 
a hearing , to assure that such device is safe and effective. 

MISBRANDED DRUGS AND DEVICE8 

Sec. 502. A drug or device shall be deemed to be misbranded — 

(a) * * * 

• **•*#* 

(e) (1) If it is a drug, unless (A) its label bears, to the exclusion 
of any other nonproprietary name (except the applicable systematic 
chemical name or the chemical formula), (i) the established name (as 
defined in subparagraph (3)) |(2))J of the drug, if such there be, 
and (li) in case it is fabricated from two or more ingredients, the 
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established name and quantity of each active ingredient, including the 
quantity, kind, and proportion of any alcohol, and also including 
whether active or not, the established name and quantity or propor- 
tion of any bromides, ether, chloroform, acetanilide, acetopnenetidin, 
amidopyrine, antipyrine, atropine, hyoseine, hyoscyamine, arsenic, 
digitalis, digitalis glucosides, mercury, ouabain, strophantlun, strych- 
nine, thyroid, or any derivative or preparation of any such sub- 
stances, contained therein: Provided x That the requirement for stat- 
ing the quantity of the active ingredients, other than the quantity ot 
those specifically named in this paragraph, shall apply only to pre- 
scription drugs; and (B) for any prescription drug the established 
name of such drug or ingredient, as the case may be, on such label 
(and on any labeling on which a name for such drug or ingredient is 
used) is printed prominently and in type at least half as large as that 
used thereon for any proprietary name or designation for such drug 
or ingredient : and Provided , That to the extent that compliance with 
the requirements of clause (A) (ii) or clause (B) of this subparagraph 
is impracticable, exemptions shall lie established by regulations pro- 
mulgated by the Secretary. 

(2J) If it is a device , unless its label beam, to the exclusion of ant/ 
other nonproprietary name., the established name (as defined in sub- 
paragraph (4) ) of the device , if such there be , prominently printed 
in type at least half as large as that used thereon for any proprietary 
name or designation for such device: Provided , That to the extent 
compliance with the requirements of this subparagraph is impractica- 
ble , exemptions shall be established by regulations pi'omulgated by 
the Secretary . 

(3) C(2)T( As used in [this paragraph (e)} subparagraph ( / ) , the 
term ‘‘established name”, with respect to a drug or ingredient thereof, 
means (A) the applicable official name designated pursuant to section 
508, or ( B) if there is no such name and such drug, or such ingredient, 
is an article recognized in an official compendium, then the official title 
thereof in such compendium, or (C) if neither clause (A) nor clause 
(B) of this subparagraph applies, then the common or usual name, 

*if any, of such drug or of such ingredient: Provided further , That 
where clause (B) of this subparagraph applies to an article recognized 
in the United States Pharmacopeia and m the Homeopathic Pharma- 
copeia under different official titles, the official title used in the United 
States Pharmacopeia shall apply unless it is labeled and offered for 
sale as a homeopathic drug, in which case the official title used in the 
Homeopathic Pharmacopeia shall apply. 

(4) As used in subparagraph (£), the term “ established name'', with 

respect to a device , means (A ) the applicable official name designated 
pursuant to section 508. or (B) if there is no such name and such device 
is an article recognized, in an official compendium then the official title 
thereof in such compendium, or (C) if neither clause (A) nor clause 
(B) of this subparagraph applies , then the common or usual name of 
such device , if any. • 

***••*• 

( j ) If it is dangerous to health when used in the dosage, or manner or 
with the frequency or duration prescribed, recommended, or suggested 
in.thc labeling thereof. 



(o) If it r is ft drug andj wns manufactured, prepared, propagated, 
compounded, or processed in an establishment m any State not duly 
registered under section 510. 

* * * . * * • * 

(a) If it is a device subject to a performance standard promulgated 
under section 513 , unless (1) its labeling bears such instructions and 
learnings as may be prescribed in such performance standard / and 
(2) it complies with the requirements of section 513 (i) (J). 

(>•) In the case of any device that is a prescription device , if its ad- 
vertising is false or misleading in any particular. 

(#) In the case of anu prescription device distributed or offered for 
sale in any Mate, unless the manufacturer , packer , or distributor 
thereof includes in all advertisements , and other descriptive printed 
matter issued or caused to be issued by the manufacture, packer, or 
distributor with respect to that device a true statement of (l) the es- 
tablished name as defined in section 502(e), printed prominently and 
in type at least half as large as that used for any trade or brand name 
thereof. (2) a full description of the components of such device or the 
formula showing quantitatively each ingredient of such device to the 
extent required in regulations which shall be issued by the Secretary 
after an opportunity for a hearing, and (J) such other information in 
brief summary relating to side effects . contraindications, and effective- 
ness as shall be required in regulations which shall be issued by 
the Secretary after an opportunity for a hearing: Provided , That 
(.1) except in extraordinary circumstances, no regulation issued under 
this paragraph shall require prior approval by the Secretary of the 
content o f any advertisement , and (II) no advertisement of a prescrip- 
tion device , published after the effective date of regulations issued 
under this paragraph applicable to advertisements of prescription 
devices , shall , with respect to the matters specified in this paragraph 
or covered by such regulations, be subject to the provisions of sections 
12 through 17 of the Federal Trade Commission Act . as amended (16 
U.S.C. 52-57). This paragraph shall not be applicable to any printed 
matter which the Secretary determines to be labeling as defined in sec- 
tion 201 ( m ) of this A ct. 

Al'THOKITY TO IlKslCXATK OFFICIAL NAMES 

Sec. 508. (a) The Secretary may designate an official name for any 
drug or derice if he determines that such action is necessary or desir- 
able in the interest of usefulness and simplicity. Any official name 
designated under this section for any drug or device shall lie the only 
official name of that drug or device used in any official compendium 
published after such name has l>cen proscribed or for any other pur- 
pose of tliis Act. In no event, however, shall the Secretary establish 
an official name so as to infringe a valid trademark. 

(b) Within a reasonable time after the effective date of this section, 
and at such other times as he may deem necessary, the Secretary shall 
enuse a review to lie made of the official names by which drugs arc 
identified in the official United States Pharmacopeia, the official 
Homeopathic Pharmacopeia of the United States, and the official Na- 
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tional Formulary, and all supplements thereto, and at such times as 
he may deem, necessary shall cause a review to be. made of the official 
names by which devices are identified in any official compendium,, and 
all supplements thereto , to determine whether revision of any or those 
names is necessary or desirable in the interest of usefulness and 

8i, (c) i Whenever he determines after any such review that (1) any 
such official name is unduly complex or is not useful for any other 
reason, (2) two or more official names have been applied to a single 
drug or device , or to two or more drugs which are identical in chemical 
structure and pharmacological action and which are substantially 
identical in strength, quality, and purity, or two or more devices which 
are substantially similar in assign and purpose , or (3) no official name 
has been applied to a medically useful arug or device , he shall transmit 
in writing to the compiler of each officiafcompendium in which that 
drug or a rugs or device are identified and recognized liis request for 
the recommendation of a single official name for such drug or drugs 
or device which will have usefulness and simplicity. Whenever such 
a single official name has not been recommended within one hundred 
and eighty days after such request, or the Secretary determines that 
any name so recommended is not useful for any reason, he shall des- 
ignate a single official name for such drug or drugs or device. When- 
ever he determines that the name so recommended is useful, he shall 
designate that name as the official name of such drug or drugs or 
device. Such designation shall be made as a regulation upon public 
notice and in accordance with the procedure set forth in section 4 of 
the Administrative Procedure Act (5 U.S.C. 1003). 

(d) After each such review, and at such other times as the Secretary 
may determine to be necessnry or desirable, the Secretary shall cause to 
be compiled, published, and publicly distributed a list which shall list 
all revised official names of drugs or devises designated under this sec- 
tion and shall contain such descriptive and explanatory matter as the 
Secretary may determine to be required for tne effective use of those 
names. 

(e) Upon a request in writing by any compiler of an official com- 
pendium that the Secretary exercise the authority granted to him 
under section 508(a), he shall upon public notice ana in accordance 
with the procedure set forth in section 4 of the Administrative Pro- 
cedure Act (5 U.SX!. 1003) designate the official name of the drug or 
device for which the request is made. 

REGISTRATION OK PRODUCERS OF DRUOS AXD 11 BV ICES 1 

Sec. 510. (a) As used in this section — 

(1) the term “manufacture, preparation, propagation, com- 
pounding, or processing” shall include repackaging or otherwise 

1 The Congress hereby finds and declares that in order to make regulation of interstate 
commerce in drugs and device* effective, it is necesnry to provide for registration and 
Inspection of all establishments in which drugs or device* are manufactured, prepared, 
propagated, compounded, or processed; that the products of all such establishments are 
likely to enter the channels or interstate commerce and directly affect such commerce ; and 
that the regulation of interstate commerce in drugs and derive* without provision for 
rogtstrattoh and inspection of establishments that may be engaged only In intrastate com- 
merce In such drugs or device* would discriminate against and depress Interstate commerce 
In such drugs and derive*, and adversely burden, obstruct, and affect such interstate 
commerce. 
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changing the container, wrapper, or labeling of any drug package 
or device package in furtherance of the distribution of tne drug 
or device from the original place of manufacture to the person 
who makes final delivery or sale to ihe ultimate consumer or user ; 
and 

(2) the term “name” shall include in the case of a partnership 
the name of each partner and, in the case of a corporation, the 
name of each corporate officer and director, and the State of 
incorporation. 

(b) On or before December 31 of each year every person who owns or 
operates any establishment in any State engaged in the manufacture, 
preparation, propagation, compounding, or processing of a drug or 
drugs or a device or devices shall register with the Secretary his name, 
places of business, and all such establishments. 

(c) Every person upon first engaging in the manufacture, prepara* 
t ion, propagation, compounding, or processing of a drug or drugs or a 
device or devices in any establishment which he owns or operates in 
any State shall immediately register with the Secretary liis name, 
place of business, and such establishment. 

[(d) Every person duly registered in accordance with the foregoing 
subsections of this section shall immediately register with the Secre- 
tary any additional establishment which he owns or operates in any 
State and in which he begins the manufacture, preparation, propaga- 
tion, compounding, or processing of a drug or drugs. J 

(</) (/) Every person duly registered in accordance with the fore- 
going subsections of this section shall immediately register with the 
Secretmy any additional establishment which he owns or operates in 
any State and in which be begins the manufacture, preparation, propa- 
gation , compounding , or processing of a drug or drugs , or of a device 
or devices. 

(8) Every person who is registered with the Secretary pursuant to 
the first sentence of subsection (b) or ( c ) or paragraph (1) of this 
subsection shall , if any device is thereafter manufactured , prepared , 
propagated , compounded, or processed in any establishment with re- 
spect. to which he is so registered, immediately file a supplement to 
such registration with the Secretary indicating such fart. 
******* 

(g) The foregoing subsections of this section shall not apply to — 

(1) pharmacies which maintain establishments in conformance 
with any applicable local laws regulating the practice of phar- 
macy and medicine and which arc regularly engaged in dis- 
pensing prescript ion drugs or devices , upon prescriptions of prac- 
titioners licensed to administer such drugs or devices to patients 
under the care of such practitioners in the course of their pro- 
fessional practice, and which do not manufacture, prepare, propa- 
gate, compound, or process drugs or devices for sale other than in 
the regular course of their business of dispensing or selling drugs 
or de vices at retail ; 

(2) practitioners licensed by law to prescribe or administer 
drugs or devices and who manufacture, prepare, propagate, com- 
pound, or process drugs or devices solely for use in the course of 
their -professional practice; 
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(3) persons who manufacture, prepare, propagate, compound, 
or process drugs or devices solely for use in research, teaching, or 
chemical analysis and not for sale ; 

(4) such other classes of persons as the Secretary may by regu- 
lation exempt from the application of this section upon a finding 
that registration by such clusscs of i>crsons in accordance with 
this section is not necessary for the protection of the public health. 

(b) Every establishment in any State registered with the Secretary 
pursuant to* this section shall be subject to inspection pursuant to sec- 
tion 704 and shall be so inspected by one or more officers or employees 
duly designated by the Secretary at least once, in the 2-year period be- 
ginning with the date of registration of such establishment pursuant 
to this section and at least once in every successive. 2-year period 
thereafter. 

(i) Any establishment within any foreign country engaged in the 
manufacture, preparation, propagation, compounding or processing 
of a drug or drugs or a device or devices shall be permitted to register 
under this section pursuant to regulations promulgated by the Secre- 
tary. Such regulations shall require such establishment to provide the 
information required by subsection (j) in the case of a device or de- 
rives and shall include provisions for registration of any such estab- 
lishment upon condition that adequate and effective means are avail- 
able, by agreement with the government of such foreign country or 
otherwise, to enable the Secretary to determine from time to time 
whether drugs or derives manufactured, prepared, propagated, com- 
pounded, or processed in such establishment, if imported or offered 
for import into the United States, shall be refused admission on any 
of the grounds set forth in section 801 (a) of this Act. 

(j) (l) Every person who registers with the Secretary under sub- 
section (b), (c), or (d) shall, at the time of registration under any 
such subsection, file with the Secretary [a list of all drugs (by estab- 
lished name] a list of all drugs and a list of all devices (in each case 
by established name (as defined in section 502(e)) and by any pro- 
prietary name) which are being manufactured, prepared, propagated, 
compounded, or processed by him for commercial distribution and 
which he has not included in any list of drugs or devices filed by him 
with the Secretary under this paragraph or paragraph (2) before 
such time of registration. Such list shall lie prepared in such form and 
manner as the Secrotary may prescribe and shall be accompanied by — 

(A) in the case of a drug contained in [such] the applicable 
list [list] and subject, to section 505, 506, 507, or 512, or a device 
contained in the applicable list irith respect to which a perform- 
ance standard has been promulgated under section old or which 
is subject to section 514 a reference to the authority for the mar- 
keting of such drug or device and a copy of all labeling for such 
drug or device; 

(B) in the case of any other drug or device contained in [such 
list — ] an applicable list — 

[ti) which is subject to section 503(b)(1), a copy of all 
labeling for such drug, a representative sampling of adver- 
tisements for such drug, and. upon request made by the Sec- 
rectary for good cause, a copy of all advertisements for such 
drug, product, or] 
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(i) which drug is subject to section 603(b) ( 1 ), or which 
device , is a prescription device a copy of all labeling for such 
drug or device , a representative sampling of advertisements 
for such drug or device , and, upon request made by the Secre- 
tary for good cause , d copy of all advertisements for a par- 
ticular drug product or device , or; 

5 (ii) which is not subject to section 503(b)(1), the label 
package insert for such drug and a representative sam- 
pling of any other labeling for such drug :] 

(it) which drug is not subject to section 603 (5) (i), or 
which device is not a prescription device, the label ana pack- 
age insert for such drug or device and a representative sam- 
pling of any other labeling for such drug or device; 

(C) in the case of any drug contained in [such list] an appli- 
cable list which is described in subparagraph (B), a quantitative 
listing of its active ingredient or ingredients, except that with 
respect to a particular drug product the Secretary may require the 
submission of a quantitative listing of all ingredients if he finds 
that such submission is necessary to carry out the purposes of this 
Act: and 

(D) if the registrant filing [the] a list has determined that a 
particular drug product contained in such list is not subject to 
section 505, 50o, 507, or 512, or the particular device contained in 
such a list is not subject to a performance standard promulgated 
under section 613 , or is not a prescription device a brief statement 
of the basis upon which the registrant made such determination 
if the Secretary requests such a statement with respect to that par- 
ticular drug product [.] or device. 

(2) Each person who registers with the Secretary under this sub- 
section shall report to the Secretary once during the month of June of 
each year and once during the month of December of each year the 
following information : 

(A) A list of each drug or device introduced by the registrant 
for commercial distribution which has not been included in any 
list previously filed by him with the Secretary under this sub- 
paragraph or paragraph (1) of this subsection. A list under this 
subparagraph shall list a drug or device by its established name 
(as defined in section 502(e) ) and by any proprietary name it 
may have and shall be accompanied by the other information 
required by paragraph (1). 

(B) If since the date the registrant last made a report under 
this paragraph (or if he has not made a report under this para- 
graph, since the effective date of this subsection) he has discon- 
tinued the manufacture, preparation, propagation, compounding, 
or processing for commercial distribution of a drug or device in- 
cluded in a list filed by him under subparagraph (A) or para- 
graph (1) notice of such discontinuance, the date of such discon- 
tinuance, and the identity (by established name (as defined in sec- 
tion 502(e)) and by any proprietary name) of such drug or 
device. 

(C) If since the date the registrant reported pursuant to sub- 
paragraph (B) a notice of discontinuance he has resumed the 



manufacture, preparation, propagation, compounding, or proc- 
essing for commercial distribution of the drug or device with re- 
spect to which such notice of discontinuance was reported; notice 
of such resumption, the date of such resumption, the identity of 
such drug or device (each by established name (as defined in sec- 
tion 502(e)) and by any proprietary name), and the other infor- 
mation required by paragraph (1), unless the registrant has 
previously reported such resumption to the Secretary pursuant 
to this subparagraph. 

(D) Any material change in any information previously sub- 
mitted pursuant to this paragraph or paragraph ( 1) . 

(3) The Secretary may also require each registrant under this sec- 
tion to submit a list of each drug product which (A) the registrant is 
manufacturing, preparing, propagating, compounding, or processing 
for commercial distribution, ana (B) contains a particular ingredient. 
The Secretary may not require the submission of such a list unless he 
has made a finding that the submission of such a list is necessary to 
carry out the purposes of this Act 

PRBUMIXAKY CLASSIFICATION OF DSVICKB 

Sec. 611. (a) Within sixty days after funds are first appropriated 
for the implementation of this section , the Secretary stusU appoint and 
organize separate classification panels of experts, qualified by scientific 
training and experience , to review and classify devices intended for 
human use into appropriate categories based on the safety and effec- 
tiveness of such devices. Each panel shall review all devices intended 
for human use within its respective scientific field for purposes of ap- 
propriate classification and shall submit within one year of its appoint- 
ment a report of its findings and conclusions to the Secretary. To the 
maximum- extent practical the panel or panels shall provide an oppor- 
tunity for any interested person to submit data and views on the classi- 
fication of a device (or type or class of device') . The Secretary may uti- 
lize any such panels which may have been formed for the purpose of 
such classification prior to enactment of this section and such panels 
may utilize information and findings developed prior to enactment of 
this section in making such reports. Such panels shall also serve as sci- 
entific review panels under section 61 4. 

(b) (1) Panel members shall be qualified by training and experi- 
ence to evaluate the safety and effectiveness of devices in the category 
or close of devices to be referred to such a panel and to the extent 
feasible shall possess skill in the use of or experience in the develop- 
ment, manufacture , perfection, or utilization of such devices. In ad- 
dition to such experts , each panel shall include as nonvoting members 
a representative of consumer interests and a representative of industry 
interests. Panel members may be nominated by appropriate scientific, 
trade , and consumer organizations. 

(2) The panels shall be organized according to the various fields of 
clinical medicine and the fundamental sciences which utilize medical 
devices , and shall consist of members with diversified expertise in such 
fields as clinical and administrative medicine , engineering , biological 
and physical sciences , or other related professions. The Secretary shall 
designate one of the members of each panel to serve as chairman 
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thereof. Panel members shall, while attending meetings or conferences 
of the panel or otherwise engaged on its business , be compensated at 
per diem rates fixed by the Seci'etary but not in excess of the rate for 
grade GS-18 of the General Schedule at the time of such service, in- 
cluding travel-time , and while so sewing away from their homes or 
regular places of business they may be allowed trarel expenses ( in- 
cluding per diem in lieu of subsistence) as authorised by title 5 , United 
States Code , section 5703 , for persons in the Government service em- 
ployed intermittently. The Secretary shall furnish each panel with 
adequate clerical- and other necessai'y assistance , and shall prescribe 
by regulation the procedures to be followed by each panel. 

('•) Panels appointed pursuant to subsection (a) shall submit (in 
the final report of the panel or such interim reports as may be appro- 
priate) recommendations for the classification of devices for purposes 
of and in accordance with- sections 513 and 514- into one of the three 
following classes and shall , to the extent practicable , assign priorities 
within such classes: 

(!) Those devices (4) for which insufficient information exists to — 
(?) assure effectiveness , or 

(it) assure that exposure to such devices will not cause unreas- 
onable risk of illness or injui'y, and 
(ft) for which standards or other means may not he appropriate to 
i educe or eliminate such risk of illness or injury and which therefore 
shoidd be subject to premarket scientific review pursuant to section 
~il!t. Such review, either initial or continuing . shall be required if the 
panels determine that such device pui'ports or is represented to be for 
a use which is life sustaining oi' life supporting. 

(2) Those devices for which m order to assure effectiveness or to 
reduce or eliminate umeasonable risk of illness or injury it is appro- 
priate to establish reasonable performance standards pursuant to sec- 
lion 5/3 relating to safety and effectiveness and for which other means 
may not be appropriate to ivduce or eliminate such risk of illness or 
injury. 

(?) Those devices which are safe and effective when used in conjunc- 
tion with instructions for usage and warnings of limitation , which are 
adequate for the persons by whom the device is represented or intended 
for use , which present a minimum risk , and which should be exempt 
from requirements for scientific review or performance standards. 

(d) As soon as possible after filing of the report required for com- 
pliance with subsection (a), the Secretary shall publish, such report in 
the F ederal Register and provide interested persons an opportunity to 
comment thereon. After reviewing such comments the Secretary shall 
by regulation provide for preliminary classification of such devices, 
the Secretary may establish priorities for implementing the action 
warranted by such classification under sections 613 and 514 on d may 
defer such action for any devioe until an appropriate time , consistent 
with expeditious implementation of these provisions. 

(c) The Secretary , with the advice of the appropriate panel and 
after making a specific finding and publishing such finding in the Fed- 
eral Register and providing interested persons an opportunity for 
comment thereon may by regulation change the preliminary classifi- 
cation of a device or group of devices from one category to another. 
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(/) The preliminary classification of a device shall constitute public 
notice that , as expeditiously as is feasible , the Secretary will issue <t 
final classification in the form of a determination of a need for a per- 
formance standard pursuant to section 618 or a determination of the 
need for scientific review pursuant to section 614- The preliminary clas- 
sification shall not relieve the Secretary of any obligation to pro- 
vide notice as required by sections 618 and 611. Any interested person 
will home an opportunity, pending such final classification, to under- 
take studies and other work appropriate to develop a performance 
standard or to demonstrate the safety and effectiveness of a device. 

(g) After the promulgation of regulations under subsection (d) of 
this section and commensurate with the effective date of section 601 (/) 
a manufacturer of a medical device which has not been classified in 
accordance with this section shall file an application for the classifica- 
tion of the device and must receive from the Secretary notification 
of the classification of such device. The Secretary shall act on the 
application within sixty days unless the Secretary and the manufac- 
turer agree to an additional period of time. The Secretary shall clas- 
sify the devices in accordance with the criteria and procedures listed 
in 611 , 618 , and 614 including the requirement for consultation with 
the appropriate panel or panels. The appeal provisions of sections 618 
and 614 shall apply. 

• * • 0.9 * * 

PERFORMANCE STANDARDS FOR MEDICAL DEVICES 

Authority To Set Standards 

See. 613. (a) (1) Whenever in the judgment of the Secretary such 
action is appropriate to assure effectiveness or to reduce or eliminate 
unreasonable risk of illness or injury associated with exposure to or use 
of a device ( including the need for uniformity and compatibility with 
syste.ms or environments in which it is intended to be used ) and for 
which other means may not be appropriate to reduce or eliminate such 
risk of illness or injury he. shall by order issued in accordance with 
subsection of this section promulgate for any device , or type or 
class of device } for which a performance standard has been determined 
to be appropriate pursuant to section 611(d) , a performance standard 
relating to safety and effectiveness , (including effectiveness over time) , 
and including where necessary: the composition, the construction, the 
compatibility with power systems and connections, and the properties, 
and including where appropriate the uniform identification of such 
device.. Such performance standard shall where appropriate include 
provisions for the testing of the device and the measurement of its 
characteristics (including individual lot testing by or at the direction 
of the Secretary where necessary to assure the accuracy and reliability 
of results when it is determined that no other more practicable means 
to assure accuracy and reliability are available to the Secretary) and 
shall where, appropriate require the use and prescribe the form and 
content of instructions or warnings necessary for the proper installa- 
tion, maintenance, operation, and use of the device. 

(2) A performance standard may require that the device or any 
component thereof be marked , tagged, or accompanied by clear and 
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adequate warning* or instructions reasonably necessary for the pro- 
tection of health or safety. 

(3) The Secretary shall provide for a periodic evaluation of the 
adequacy of all performance standards promulgated under this sec- 
tion in order to reflect changes in the state of the art of the development 
of devices and in applicable medical , scientific, and other technological 
data. 

(4) For the purposes of this section, when a device is intended for 
use by a physician, surgeon, or other person licensed or otherwise 
specially qualified therefor , its safety and effectiveness shall be deter- 
mined with regard to such intended use. 

Consultation with Other Federal Agencies and Interested Groups ; 

Use of Other Federal Agencies 

(b) (1) Prior to (A) initiating a proceeding under subsection (c) 
to promulgate a performance standard under this section . ( B ) initiat- 
ing the development of a proposed performance standard under 
subsection (/) of this section, or (0) the taking of any action under 
subsection (g) of this section, the Secretary shall to the maximum 
practicable extent consult with, and give appropriate weight to rele- 
vant standards published by, other Federal agencies concerned with 
standard setting and other nationally or internationally recognized 
stanuard-setting agencies or organizations. In considering proposals 
for the development of performance standards , the Secretary shall to 
the maximum extent practicable invite appropriate participation, 
through joint or other conferences , workshops, or other means, by in- 
formed persons representative of scientific , professional, industry , and 
consumer organizations which in his judgment can make a significant 
contribution to such development. 

(£) / n carrying out his duties under this section, the Secretary shall 
utilize to the maximum practicable extent the personnel, facilities , and 
other technical support available in other Federal agencies. 


Initiation of Proceeding for Performance Standards — Development 

by Interested Parties 

(<?) (/) A proceeding to promulgate a performance standard under 
this section shall be initiated by the Secretary by publication of notice 
tn the F ederal Register. Such notice shall advise of the opportunity for 
comment on the need to initiate such proceeding and shall include — 

(A) a description or other designation of the device (or type or 
class of device) to which the proceeding relates; 

(R) the nature of the risk br risks intended to be controlled; 

(C) a summary of the data on which the Secretary has found 
a need for initiation of the proceeding; 

(D) identification of any existing performance standard (if 
known to the Secretary) which may he relevant to the proceeding; 
and 

(E) an invitation to any person, including any Federal agency, 
which has developed or is wiling to develop a proposed perform- 
ance standard to submit to the Secretary, within sixty days after 
the date of such notice (*) such a performance standard; or (u) 
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an offer to develop a proposed performance standard in accord- 
ance with procedures prescribed by regulations of the Secretary. 
Such invitation shall specify a period of time, during which the 
performance standard is to be developed, which shall be a period 
ending one hundred and eighty days after the publication of the 
notice , unless the Secretary for good cause finds ( and includes such 
funding in a notice published in the Federal Register) that a dif- 
ferent period is appropriate. 

(#) Prior to his issuance of an order to promulgate a performance 
standard, the Secretary shall consider — 

(4) the degree of risk of illness or injury associated with those 
aspects of the devices subject to the order; 

(B) the approximate number of devices, or types or classes 
thereof, subject to the order; 

(G) the benefit to the public from the devices subject to the 
order, and the probable effect of the order upon the utility cost or 
availability of the devices to meet that need; 

( D ) means of achieving the objective of the order with a mini- 
mal disruption or dislocation of competition and of reasonable 
manufacturing and other commercial practices consistent with 
the public health and safety; and 

(E) data and comments submitted pursuant to subsection (c) 
relevant to such order . 

(3) Before taking action pursuant to subsections (d), (e), and (/) 
concerning the use of an existing performance standard or the designa- 
tion of a person or governmental body to formulate a proposed per- 
formance standard , or simultaneous with such action, the Secretary 
shall publish a notice in the Federal Register containing his findings 
pursuant to paragraph (2) on the need to establish a standard . Such 
findings shall be made only t after consideration of the report, com- 
ments, and. regulation provided for in section 611(d) and the com- 
ments received under the notice described in subsection (a)(7), and 
may be appealed to the courts pursuant to subsection (g)(6) within ' 
thirty days after publication in the Federal Register. 

Use of Existing Performance Standards 

(d) / f the Secretary (1) finds that there exists a standard which has 
been published by any Federal agency or other qualified agency , orga- 
nization, or institution. (2) has made reference to such standard (un- 
less it is a standard submitted under subsection (c)(1)(E)) in his 
notice pursuant tosubsection (c)(1)(D). and (3) determines that such 
performance standard may be substantially acceptable to him as a 
device standard, then he may, in lieu of accepting an offer under this 
section, publish such performance standard as a proposed device per- 
formance standard in accordance vrith subsection (g) . 

Acceptance of Offers To Develop Performance Standards 

(e) (1) Except as othencise provided by subsection (d), the Secre- 
tary may accept one or more offers to develop a proposed performance 
standard pursuant to the invitation prescribed by subsection (c) (1) 
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(E) if he determines that (^ 4 ) the offeror is technically competent to 
undertake and complete the development of an appropriate perform- 
ance standard within the period specified in the invitation under sub- 
section (c)(1)(E) and (11 ) the offeror has the capacity to comply 
with procedures pi escribed by regulations of the Secretary under par- 
agraph (4f of this subsection. Where more than one offer is received 
and the Secretary determines that the requirements of subparagraphs 
(- 4 ) and (B) have been met, the Secretary shall, wherever practicable, 
give priority to offerors who have no proprietary interest in the device 
for which the standard is to be developed. The Secretary shall require , 
by regulation, that in making an offer, each offeror and appropriate 
individual directors, officers , consultants , and employees of each offeror 
company, disclose the following information : 

(i) all current industrial or commercial affiliations; 

(ii) sources of research support other than the offeror; 

(Hi) companies in which offerors have financial interests; 

(iv) such additional information as the Secretary deems per- 
tinent to reveal potential conflicts of interest with regard to the 
offer. 

The information received by the Secretary from. an offeror whose offer 
has been accepted shall be made public by the. Secretary at the time 
that, an offer is a accepted. 

(2) The Secretary shall publish in the Federal Register the name, 
and address of each person whose offer is accepted, and summary of 
the terms of such offer as accepted. 

(3) When an offer is accepted under this subsection the Secretary 
may agree to contribute to the offerors cost in developing a proposed 
performance standard , if the Secretaiy determines that such contribu 
tion is likely to result in a more satisfactory performance standard 
than would be developed without such contribution, and that the of- 
feror is financially responsible. Regulations of the Secretary , shall set 
forth the items of cost in which he may participate , except that such 
items may not include construction (except minor remodeling), or the 
acquisition of land or buildings. 

(4) The Secretaiy shall prescribe regulations governing the devel- 
opment of proposed performance standards under this subsection and 
subsection (f). Such regulation shall include requii'ements — 

(> 4 ) that performance stand aids recommended for promulga- 
tion be supported by test data or such other documents or ma- 
terials as the Secretary may reasonably require to be developed , 
and be suitable for promulgation under subsection (g) ; 

(B) that performance standaids recommended for promulga- 
tion contain such test methods as may be appropriate for measure- 
ment of compliance with such perfoi'mance standards ; 

(C) for notice and opportunity by interested persons, including 
representatives of consumers or consumer organizations , to par- 
ticipate in the development of such performance standards; 

(D) for the maintenance of such records as the Secretary pre- 
scribes in such regulations to disclose the course of the develop- 
ment of performance standards recommended for promulgation , 
the comments and other information submitted by any person 
in connection with such development , including comments and 
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information with respect to the need for such recommended per - 
formance standards , and such other matters as may he relevant 
to the evaluation of such recommended performance standards; 

and 

( E ) that the Secretary and the Comptroller General of the 
United States , or any of their duly authorized representatives , 
have access for the purpose of audit and examination to any hooks , 
documents , papers , and records , relevant to the expenditure of any 
contribution of the Secretary , under paragraph ( 3 ). 

Development of Performance Standards by the Secretary 

if) If the Secretary has published a notice as provided by sub- 
section (c), and — 

(/) no person accepts the invitation prescribed by subsection 
(c)(1)(E)’, 

(2) the Secretary has accepted neither an existing performance 
standard pursuant to subsection (d) nor an offer to develop a 
proposed performance standard pursuant to subsection (e); or 

(3) the Secretary has accepted an offer pursuant to subsection 
(e) but determines that the offeror is unwilling or unable to con- 
tinue the development of the performance standard which was 
the subject of the offer or the performance standard which has 
been developed is not satisfactory : 

then the Secretary shall proceed to develop a proposed performance 
standard pursuant to procedures prescribed by subsection (g) . 

Procedure for Promulgation, Amendment , or Revocation of 
Performance Standards 

_ (g) (1) (A) Within one year after expiration of the period provided 
for persons to submit a proposed performance standard or offer to 
develop a proposed performance standard ( which time may be ex- 
tended by the Secretary by a notice published in the Federal Register 
statiny the good cause therefor) and after review of any proposal 
submitted under subsection (e), the Secretary shall publish in the 
F ederal Regieter either a proposal to promulgate a performance stand- 
ard applicable to the device (or type or class of device) subject to the 
proceeding, or a notice that the proceeding is terminated. The proposed 
to promulgate a performance standard shall set forth the performance 
standard, the manner in which interested persons may examine data 
and other information on which the performance standard is based , and 
the period within which interested persons may present their comments 
on the standard (including the need therefor ) orally or in writing. 
Such period for comment shall be at least sixty days, but not to exceed 
ninety days which time may be extended by the Secretary by a notice 
published in the Federal Register statiny the cause therefor. 

(B) Within ninety days after the expiration of the period for com- 
ments pursuant to paragraph (A), the Secretary shall, by older pub- 
lished in the Federal Register, act upon the proposed performance 
standard or terminate the proceeding. The order shall set forth the 
performance standard, if any, the reasons for the Secretary's action, 
ana the date or dates upon which the performance standard, or par- 
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turns thereof , will become effective. Such date or dates shall be estab- 
lished so as to minimize , consistent with the public health and safety , 
economic loss to , anrf disruption or dislocation of , domestic and inter- 
national trade. If any performance standards set forth in the order is 
substantially different from that set forth in the proposal an addi- 
tional period of thirty days shall be permitted for comment on such 
performance standard. 

(C) The Secretary may include in the order promulgating a per- 
formance standard such findings in addition to those made pursuant 
to subsection (c) (£) as he may determine to be necessary to support the 
judgment required by subsection (a) (/). 

(h) The Secretary may revoke any performance standard , in whole 
or in party upon the ground that there no longer exists a need therefor 
or that such performance standard^or part thereof) is no longer in 
the public interest. Such revocation shall be published as a proposal 
in the Federal Register and shall set forth such performance standard 
or portion thereof to be revoked , a summary of the reasons for his 
determination that there may no longer be a need therefor or that 
such standard {or any part thereof) may no longer be in the public 
interest , the manner m which interested persons may examine data 
and other information relevant to the Secretary's determination, and 
the period within which any interested person may present hie views, 
orally or in writing, vrith respect to such revocation. As soon as prac- 
ticable thereafter, the Secretary shall by order act upon such proposal 
and shall publish such order in the Federal Register. The order shall 
include the reasons for the Secretary's action and the date or dates 
upon which such revocation shall become effective. 

(5) The Secretary may propose an amendment of a performance 
standard on his own initiative or on the petition of any interested 
person by publishing such proposal in the Federal Register. Such pro- 
posal shau be subject to paragraphs (4) and (5) of this subsection and 
subsection (h). 

(4) To the extent not inconsistent with this section, the provisions 
of section 663 of title 6 of the United States Code , shall govern pro- 
ceedings under this section to promulgate, amend, or revoke a per- 
formance standard. 

(6) (-4) In a case of actual controversy as to the validity of any 
order promulgating, amending, or revoking a performance stand- 
ard or findings that a standard is needed or a regulation banning a 
device, any person who will be adversely affected by such order if 
placed in effect may at any time prior to the thirtieth day after such 
order is issued fie a petition with the United States Court of Appeals 
for the District of Columbia or for the circuit wherein such person 
resides or has his principal place of business, for a judicial review of 
such order. A copy of the petition shall be transmitted by the clerk 
of the court to the Secretary or other officer designated by him for 
that purpose. The Secretary thereupon shall fie in the court the rec- 
ord of the proceedings on which the Secretary based his order, as 
provided in sectionfllS of title 38, United States Code. 

{B) If the petitioner applies to the court for leave to adduce addi- 
tional evidence, and shows to the satisfaction of the court that such 
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additional evidence is material and that there mere reasonable grounds 
for the failure to adduce such evidence in the proceeding before the 
Secretary the court may order such additional evidence (<w» evidence 
in rebuttal thereof) to be presented to the Secretary. The Secretary 
may modify his findings as to the facts, or make new findings, by rea- 
son of the additional evidence , so taken, and he shall file such modified 
or new findings , and his recommendation, if any , for the modification 
or setting aside of his original order, with the return of such additional 
evidence. 

(C) Upon the Ming of the petition referred to in subparagraph (4) 
of this paragraph , the court shall have jurisdiction to affirm the order, 
or to set it aside in whole or in part, temporarily, or permanently. If 
the order of the Secretary refuses to issue, amend, or repeal a regula- 
tion and such order is not in accordance with law the court shall by its 
judgment order the Secretary to take action with respect to such regu- 
lation, in accordance with law. The findings of the Secretary as to the 
facts, if supported by substantial evidence, shall be conclusive. 

(Z>) The judgment of the court affirming or setting aside , in whole 
or in part , any such order of the Secretary shall be final, subject to 
review by the Supreme Court of the United States upon certiorari or 
certification as provided in sections 239 and 2JjD of the Judicial Code , 
as amended. 

(E) Any action instituted under this subsection shall survive not- 
withstanding any change in the person occupying the office of Secre- 
tary or any vacancy in such office. 

( F ) A certified copy of the transcript of the record of the proceed- 
ings before the Secretary shall be furnished by the Secretary to any 
interested party at his request, ana payment of the costs thereof, arid 
shall be admissible in any criminal libel for condemnation, exclusion 

- of imports, or other proceeding arising under or in reepect of this Act, 
notwithstanding proceedings with respect to the order have been pre- 
viously instituted or become final under this subsection. 

(6)‘ The Secretary may by regulations prohibit a manufacturer of 
a device from stockpiling any device to which a performance standard 
applies , so as to prevent such manufacturer from circumventing the 
purpose of such performance standard. For purposes of this para- 
graph , the term ' stockpiling ’ means manufacturing or importing a 
device between the date of promulgation of such performance stand- 
ard and its effective date at a rate which is significantly greater (as 
determined under the regulations under this paragraph) than the rate 
at which such device was produced or imported during a base period 
( prescribed in the regulations under this paragraph) ending before 
the date of promulgation of the performance standard. 

Referral to Independent Advisory Committee 

(h) (1) The Secretary may refer a proposed under subsection (g) 
to an advisory committee of experts for a report and recommendation 
with respect to any matter involved in such proposal which requires 
the exercise of scientific judgment. Such referral shall be prior to or 
after publication under such subsection, ana shall be so referred upon 
a request, within the time for comment specified in the proposal, of 
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any interested person ( unless the Secretary finds the request to he 
without good cause). For the purpose of any such referral, the Secre- 
tary shall appoint an advisory committee (which may be a standing 
advisory scientific review panel established under section 614(b) ) and 
shall refer to it, together with all the data before him, the matter so 
involved for study, and for a report and recommendation. The advi- 
sory committee shall, after independent study of the data furnished to 
it by the Secretary and other aata before it, certify to the Secretary 
a report and recommendations, together with all underlying data and 
a statement of the reasons or basis for the recommendations. A copy 
of such report shall be promptly supplied by the Secretary to any per- 
son who has filed a petition, or who has requested such referral to the 
advisory committee. After giving consideration to all data then before 
him . including such report, recommendations, underlying data, and 
statement , ana to any prior order issued by him in connection with 
such matter, the Secretary shall by order conform or modify any prior 
order, or, if no such ■ prior order has been issued , shall by order act upon 
the proposal. Any interested person shall have the right to consult with 
such advisory committee, and such advisory committee is authorized 
to consult with any person, in connection with the matter referred to it. 

(2) The Secretary shall appoint as members of any such advisory 
committee persons qualified in the subject matter to be referred to 
the committee and of appropriately diversified professional back- 
ground. Members of an advisory committee who are not in the regu- 
lar full-time employ of the United States, while attending conferences 
or meetings of their committee or otherwise serving at the request of 
the Secretary , shall be entitled to receive compensation at rates to be 
fixed by the Secretary but not at rates exceeding the daily equivalent 
for grade GS-18 of the General Schedule for each day so engaged, 
including traveltime ; and while so serving away from their homes or 
regular places of business they may be allowed travel expenses, in- 
cluding per diem in lieu of subsistence, as authorized by section 6703 
of title 6 of the United States Code for persons in the Government 
service employed intermittently. The Secretary shall furnish the com- 
mittee with clerical and other assistance, and shall by regulation pre- 
scribe the procedures to be followed by the committee. 

Testing or Manufacture of Devices To Assure Compliance With 

Standards 

( 1) (l ) Every manufacturer of a device subject to a standard under 
this section ehaU assure the Secretary , at such times and in such form 
and manner as the Secretary shall by regulation prescribe , that test- 
ing methods prescribed by the performance standard show the device 
to comply therewith, or that the device has been manufactured under 
a pr'ogram of quality control which is in accord with current good 
manufacturing practice (as may be determined by regulations of the 
Secretary) designed to assure such compliance. 

(2) To assure that devices conform to performance standards under 
this section, the Secretary shall review ana evaluate on a continuing 
basis testing and other quality control programs carried out by manu- 
facturers of devices subject to such performance standards. 
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Exemption 

(?) This section shall not apply to any device ( 1 ) intended solely 
(A) for use in the diagnosis . cure, mitigation, treatment , or preven- 
tion of disease in animals other than man or (B) to affect the struc- 
ture or any function of the body of such animals: or (9) subject to 
section 611 except for those characteristics of the device made subject 
to provisions of existing performance standards by an application 
approved pursuant to that section ; or (5) any device of a particular 
manufacturer which the Secretary finds pursuant to regulations issued 
after an opportunity for a hearing may notwithstanding any standard 
promulgated under this section be marketed pursuant to an approval 
at ~ section 61 Jj. 

Temporary Permits 

(&) The Secretary shall issue regulations permitting the interstate 
shipment of devices varying from an applicable performance stand- 
ard for the purpose of investigation or other testing prior to amend- 
ment of the standard. Such regulation* may include reasonable 
conditions related to the safety and effectiveness of the devices. 

Custom Devices 

(l) This section shall not apply to any custom device to the extent 
that it is ordered by a physician {or other specially qualified per- 
sons^ authorized by reauUmons promulgated by the Secretary , after 
an opportunity for a hearing) to be made in a special way for indi- 
vidual patients. Any such device shall comply with all aspects of any 
applicable performance standard except those specifically ordered by 
a physician or such other authorized person to be changed. This sub- 
section shall apply only to devices ordered for individual patients , 
and shall not otherwise exempt a device from subsection ( k ). Custom 
devices shell not be used as a course of conduct and shall not be gen- 
erally available in finished form for purchase or for dispensing upon 
prescription . and whether in finished form or otherwise , shall not be 
made available through commercial channels by the maker or proces- 
sor thereof. 

Banned Device 

(m) (1) Whenever the Secretary finds after consultation with the 
appropriate panel or panels established under section 61l{b) and 
after affording all interested persons an opportunity for an informed 
hearing, that— 

V> a device presents an unreasonable risk of illness or injury 
or deception; and 

(B) no feasible performance standard or approved application 
tinder section 611 would adequately protect the public from the 
unreasonable risk of illness or injury or deception associated with 
such device , 

he may propose and , in accordance with subsection (g), promulgate a 
regilation declaring such product a banned device . 

{2) The Secretary may declare a proposed regulation banning a 
device to be effective on an interim basis after publication in the 



Federal Register, pending completion of the procedure s established in 
subsection (g) (3) , if he determines, after affording all interested per- 
sons an opportunity for an informal hearing, that suck banning will 
expeditiously reduce or eliminate a hazard to the public health or 
safety, fraud, or gross deception associated with such device. 

Expedited Amendment 

(n) The Secretary may declare a proposed amendment of a per- 
formance standard to be effective on an interim basis after publica- 
tion in the Federal Register, vending completion of the procedures 
established in subsection (g) (3), if he determines, after affording all 
interested persons an opportunity for an informal hearing , that such 
amendment will permit rapid implementation of desirable changes or 
will expeditiously reduce or eliminate a hazard to the public health 
or safety without prohibiting devices permitted by the existing per- 
formance standard and that to do so is in the public interest. 

SCIENTIFIC REVIEW OP CERTAIN MEDICAL DEVICES 

When Scientific Review Is Required 

Sec. 511b (a) ( 1 ) The Secretary may declare that a device (or type 
or class of device) for which scientific review has been determined to 
be appropriate pursuant to section 611 (d) shall be subject to scientific 
review under this section with respect to any particular use or intended 
use thereof if, after consultation with the appropriate panel or panels 
specified in subsection (b), he finds that (A) such review is appropri- 
ate to assure effectiveness or is appropriate to reduce or eliminate un- 
reasonable risk of illness or injury associated with exposure to or use 
of a device and (B) other means available to the Secretary may not 
be appropriate to reduce or eliminate such risk of illness or injury. (£) 
The Secretary may declare that a device (or type or class of device) 
shall be subject to scientific review under this section with respect to 
any particular use or intended use thereof if he (A) determines that 
scientific review for any device is appropriate to protect the public 
health and safety and (B) finds that other means available to the Sec- 
retary may not be appropriate to reduce or eliminate such risk of ill- 
ness or injury. To the maximum extent practicable the panel or panels 
shall provide an opportunity for any interested person to submit data 
and views on the appropriateness of applying scientific review to a 
device (or type or class of device) or any particular use of a device. 
The declaration shall be by regulation (which may be rescinded by the 
Secretary) which shall not set forth and be based upon the report , 
comments , and regulations provided for in section 511 (d), the findings 
prescribed in this subsection, and findings as described in section 
513(c) (£). The promulgation of such regulation may be appealed to 
the courts pursuant to the provisions of section 613(g) (6) within 
thirty days after publication in the Federal Register. A device (or 
type or class of device) declared to be subject to scientific review shall 
be deemed unsafe or ineffective for the purpose of the application of 
section 601 (f) unless either— 
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(t) there it in effect an approval of an application with respect 
to such device under this section, 

(it) such device is exempted by or pursuant to subsections (k), 
(l),or(m) of this section, or 

(tit) such device it intended solely (!) for use in the diagnosis , 
cure, mitigation, treatment, or prevention of disease in animals 
other than man or (II) to affect the structure or any function of 
the body of such animals. 

Standing Advisory Scientific Review Panels 

(b) For the purpose of reviewing applications fled under subsection 
(c) , and of reviewing plans and protocols submitted under subsection 
(k) (4), and of reviewing product development protocol under sub- 
section (m) (2) the Secretary shall utilize the standing advisory panels 
established under section 611. The selection , payment , and administra- 
tion of these panels shall be governed by section 611. 

Application for Scientific Review 

(c) (1) Scientific review of a device (or type or class of device) 
which has been declared subject to such review in accordance with sub- 
section (a) may be obtained by submitting to the Secretary an applica- 
tion far Jus determination of the safety and effectiveness of the device. 
The application shall contain (-4) full reports of all information, 
published or known to or which should reasonably be known to the 
applicant, concerning investigations which have been made to show 
whether or not such device is safe and effective for use; (B) a full 
statementrof the composition, properties , and construction, and of the 
principle or principles of operation, of such device ; (C) a full descrip- 
tion of the methods used In, and the facilities and controls used for, 

T the manufacture^ processing , and, when relevant, packing and installa- 

tion of such device: (D) an identifying reference to any performance 
standard, applicable to such device , or component of such de vice, which 
is in effect pursuant to section 613, and either adequate information to 
show that such device fully meets such performance standard or ade- 
quate information to justify any deviation from such standard; (E) 
such samples of such device and of the articles used as components 
thereof as the Secretary may require; (F) specimens of the labeling 
proposed to b e used f or such device; and (O) such other information, 
relevant toihesubjfct matter of the application, as the Secretary , upon 
advice of the appropriate panel or panels established pursuant to sub- 
section lb), may require. 

(2) Upon receipt of an application meeting the requirements set 
\ forth in paragraph (1), the Secretary shall refer such application to 
) the appropriate panel or panels (established pursuant to subsection 
(6) ) for study and for submission (within such period , if any, as he 
may establish) of a report and recommendations, together with all 
underlying data and the reasons or basis for the recommendations. The 
- provisions of section 706(d) (2) shall apply with respect to the mate- 
rial so submitted. 
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Consideration of an Initial Action on Application 

(d) As promptly as possible, but in no event later than one hundred 
and twenty days after the receipt of an application under subsection 
(c), unless an additional period is agreed upon by the Secretary and 
the applicant , the Secretary , after considering the report and recom- 
mendations referred to in paragraph (ft) of such subsection , shall— 

(1) approve the application if he finds that none of the grounds 
foi' denying approval specified in subsection (e) applies , 

(£) advise the applicant that the application is not. in approv - 
able form; and inform the applicant , insofar as the Secretary de- 
termines to be practicable , of the measures required to place such 
application in approvable form ( which measures may include fur- 
ther research by the applicant in accordance with one or more 
protocols, prescribed by the Secretary) ; or 

(S) deny approval of the application if he finds ( and sets forth . 
the basis of such findings as part of or accompanying such denial) 
that one or more grounds for denial specified m subsection (e) 

applies. 

Basis for Approval or Disapproval; Opportunity for Review 

(e) (2) If, upon the basis of the information submitted to the Sec- 
I'etary as part of the application and any other information before him 
with respect to such device the Secretary finds , after opportunity to the 
applicant for the review prescribed by paragraph (4), that — 

(-4) such device is not shown to oe safe for use under the con- 
ditions prescribed , recommended, or suggested in the proposed 
labeling thereof ; 

( B ) the methods need in, and the facilities and controls used 
for , the manufacture, processing, and packing and installation of 
such device do not conform to the requirements of section 501 (g) ; 

(C) there is a lack of adequate scientific evidence that the de- 
vice will have the effect it purports or is represented to have under 
the conditions of use prescribed, recommended, or suggested in the 
proposed labeling thereof; 

(D) based an a fair evaluation of all material facts, such label- 
ing is false or misleading in any particular ; or 

(S) stick device is not shown to conform in all applicable re- 
spects to a currently effective performance standard promulgated 
under section 513 ; 

he shall issue an order denying apprat'al of the application and stating 
the findings upon which the order is based. In determining if a device 
is shown to be safe for purposes of this paragraph, the Secretary shall 
weigh any benefit to the public health probably resulting from the use 
J of the device against any hazard to the public health probably resulting 

from such use. 

(£) As used in this subsection and subsection (/), the term ‘ ade- 
quate scientific evidence ’ means evidence consisting of sufficient well- 
controlled investigations, including clinical investigations where ap- 
probate, by experts qualified by scientific training and expedience to 
evaluate the effectiveness of the device involved , on the basis of which 
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it could fairly and responsibly be concluded by such experts that the 
device will have the effect it purports or is represented to have under 
the conditions of use prescribed, recommended , or suggested in the 
labeling or proposed labeling thereof , unless the Secretary determines 
that other valid scientific evidence is sufficient to establish the effective- 
ness of the device. 

(5) For the purposes of this section, when a device is intended for 
use by a physician, surgeon, or other person licensed or otherwise spe- 
cially modified therefor, its safety and effectiveness shall be determined 
in the light of such intended use. 

(1) (J[) An applicant whose application has been denied approval 
may, by petition filed on or before the thirtieth day after the date upon 
WMch he receives notice of such denial, obtain review thereof in accord- 
ance with subsection (i). The Secretary shall consider and give appro- 
priate weight to the report and recommendations received from the 
advisory committee conducting such review under such subsection. 

(B) In lieu of the review provided by subparagraph ( A), such ap- 
plicant may petition to obtain a hearing in accordance with section 
661 of title 6 of the United States Code. 

Withdrawal of Approval 

(/) (I) The Secretary may , upon obtaining where appropriate, ad- 
vice on scientific matters from a panel or panels established pursuant 
to subsection (b), and after due notice and opportunity for hearing to 
the applicant, issue an order withdrawing approval of an application 
with respect to a device under this section if the Secretary finds — 

(4) («) that clinical or other experience , tests, or other scientific 
data show that such device is unsafe for use under the conditions 
of use for which the application was approved ; or (U) on the 
basis of evidence of clinical experience, not included in or accom- 
panying such application and not available to the Secretary until 
after the application was approved, or of tests by new methods 
or by methods not reasonably applicable when the application was 
approved, evaluated together with the evidence mailable to the 
Secretary when the application was approved, that such device is 
not shown to be safe tor use under the conditions of use on the 
basis of which the application was approved; 

(B) on the basis of new information before him with respect 
to such device, evaluated together with the evidence available to 
him when the application was approved , that there is a lack of 
adequate scientific evidence that the device will hove the effect -It 
purports or is represented to have under the conditions of use 
prescribed, recommended, or suaested in the labeling thereof; 

(G) that the application filed pursuant to subsection (c) con- 
tains or was accompanied by an untrue statement of a material 
fact; 

fD) that the applicant has failed to establish a system for main- 
taining records, or has repeatedly or deliberately failed to main- 
tain records or to make reports, required by an applicable regula- 
tion or order under subsection (a) of section 616, or that the 
applicant has refused to permit access to, or copying or verifier- 
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tion of ouch record* as required by paragraph (2) of such sub- 
section; 

(E) on the basis of new information before him, evaluated to- 
gether with the evidence before him when the application was 
approved , that the methods used in, or the facilities and controls 
used for , the manufacture , processing , packing , or installation of 
such device do not conform to the reqwrements of section 501 (y) 
and were not brought into conformity with such requirements 
within a reasonable time after receipt of written notice from the 
Secretary ; or 

(F) on the basis of new information before him , evaluated 
together with the evidence before him when the application was 
approved . that the labeling of such device , based on a fair evalua- 
tion of alX material facts , is false or misleading in any particular 
and was not corrected within a reasonable time after receipt of 
written notice from the Secretary; or 

(G) on the basis of new information before him , evaluated to- 
gether with the evidence before him when the application was 
approved , that such device is not shotcn to conform in all respects 
to an applicable performance standard promulgated pursuant to 
section 613. 

(2) If the Secretary (or in Ms absence the officer acting as Sec- 
retary) finds that an imminent health or safety hazard is involved , he 
may by order suspend the approval of such application immedinately 
and give the applicant prompt notice of his action and afford the ap- 
plicant an opportunity for an expedited hearing under this subsec- 
tion. Such authority to suspend the approval, of an application may 
not be delegated. 

(3) Any order under this subsection shall state the findings upon 
which it is based. 


Authority To Revoke Adverse Orders 

(g) Whenever the Secretary finds that the facts so require, he shall 
revoke an order under subsection (e) or (/) denying , withdrawing, 
or suspending approval of an application and shall approve such ap- 
plication or reinstate such approval, as may be appropriate. 

Service of Secretary's Orders 

(h) Orders of the Secretary under this section shall be served (1) 
in person by any officer or employee of the Department designated by 
the Secretary or (2) by mailing the order by registered mod or certi- 
fied mail addressed to the applicant at his last known address in the 
records of the Secretary. 

Referral to Independent Advisory Committee 

(i) (1) A person who has filed an application under subsection (c) 
may petition the Secretary , in accordance with subparagraph (A) of 
subsection (e) (4). to refer such application , or the Secretary's action 
thereon, to an advisory committee of experts for a report and recom- 
mendations with respect to any question therein involved which re- 
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quires the exercise of scientific judgment. Upon such petition, or if the 
Secretary on his own initiative deems such a referral necessary , the 
Secretary shall appoint an advisory committee and shall refer to it, to 
gather with all the data before him, the question so involved for 
study thereof and a report and recommendations thereon. The com- 
mittee shall . after independent study of the data furnished to it by the 
Secretary ana other data before it, certify to the Secretary a report 
and recommendations , together with all underlying data and a state- 
ment of the reasons or basis for the recommendations. A copy of the 
foregoing shall be promptly supplied by the Secretary to any person 
who has filed a petition, or who has requested such referral to the ad- 
visory committee. After giving consideration to all data then before 
him,, including such report, recommendations, underlying data, and 
statements and to any prior order issued by him in connection with 
such matters the Secretary shall by order conform or modify any 
prior order or, if no such prior order has been issued, shall by order 
act upon the application. The applicant, as well as representatives of 
the Secretary, shall have the right to consult with such advisory com- 
mittee, and such advisory committee is authorised to consult with any 
j/erson in connection with the question referred to it. 

(8) Section 513(h)(8) shall apply to the appointment, compensa- 
tion, staffing, and procedure of any such advisory committee. 

Judicial Review 

(;) The applicant may , by appeal taken in accordance with section 
505(h ) . obtain judicial review of a final order of the Secretary denying 
or withdrawing approval of an application, fled under subsection 
(c) of this section or a final order under subsection (m) revoking 
an exemption in effect under that subsection. Judicial review of such 
final order shall not be denied upon the ground that the petitioner 
has failed to avail himself of the review or hearing provided by sub- 
section ( e ) (i) or the hearing provided by subsection (m). 

Exemption for Investigational. Use 

(k) ( 1 ) It is the purpose of this subsection to encourage, to the maxi- 
mum extent consistent with the protection of the public health and 
safety and with professional ethics , the discovery and development of 
useful devices and to that end to maintain optimum freedom for in- 
dividual scientific investigators in their pursuit of that objective. All 
information required under this section to be submitted to the Secre- 
tary or to an institutional review committee shall be concise and no 
more burdensome than is necessary to permit adequate review. 

(8) Subject to the succeeding paragraphs of this subsection . there 
shall be exempt from the requirement of approval of an application 
under the foregoing provisions of this section any device which is 
intended solely for investigational use (in an appropriate scientific 
environment) by an expert or experts qualified by scientific training 
and experience to investigate the safety and effectiveness of such 
device. * 

(S) The Secretary shall promulgate regulations after an oppor- 
tunity for a hearing, relating to the application of the exemption re- 
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f erred to to in paragraph (2) to any device which is intended for use 
in the clinical testing thereof upon humans , in developing data required 
to support an application under subsection (c). 

(4) Such regtUations may provide for conditioning the exemption , 
in the case of a device intenaea for such clinical use, upon — 

(A) the submission , by the manufacturer of the device or the 
sponsoi' of the investigation , of an outline of the plan of initial 
clinical testing — 

( !) to a local institutional review committee which has been 
established to supervise clinical testing in the facility where 
the initial clinical testing is to be conducted , the composition 
and procedures of which comply with regulations of the Sec- 
retary, for review as being adequate to justify the commence- 
ment of such testing . or 

( it) if no such committee exists or if the Secretary finds that 
the process of review by such committee is inadequate or that 
protection of health and safety so requires ( whether or not 
the plan has been approved by such committee) , to the Secre- 
tary for review by the appropriate panel or panels established 
pursuant to subsection (6) as being adequate to justify the 
commencement of such testing; 

(B) prompt notification to the Secretary by such manufacturer 
or sponsor ( under such circumstances and in such manner as the 
Secretary prescribes) of approval of any plan pursuant to clause 

(4 )(»); 

(C) the submission , by the manufacturer of the device or the 
sponsor of the investigation, of an adequate protocol for clinical 
testing to be conducted by separate groups of investigators under 
essentially the same protocol, together with a report of prior in- 
vestigations of the device (including, where appropriate, tests on 
animals) adequate to justify the proposed testing , either ( i ) to a 
local institutional review committee for review in accordance with 
the provisions of clauses (A) (i) and (B), or (ii) to the Secretary 
for re vie ip in accordance with the provisions of clause (A) (ii) if 
such testing invol ves facilities in which no such committee exists, 
or facilities served by more than one local institutional review 
committee if such committees are unable to agree on the adequacy 
of the submission; 

(D) the obtaining, by the manufacturer, of the device or the 
sponsor of the investigation, if the device is to be distributed to 
investigators for testing , of a signed agreement from each of such 
investigators that humans upon whom the device is to be used 
will be under such investigator's personal supervision or under 
the supervision of investigators responsible to him; 

(E) the establishment and maintenance of such records, and 
the making of such reports to the Secretary, by the manufacturer 
of the device or the sponsor of the investigation, of data (includ- 
ing but not limited to analytical reports by investigators) obtained 
as a result of such, investigational use of the device, as the Secre- 
tary finds will enable him to evaluate the safety and effectiveness 
of the device in the event of the filing of an application pursuant 
to subsection (c) ; and 
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(F) such other conditions relating to the protection of the 
pubUo health and safety as the Secretary may determine to he 

necessary. 

Nothing in this subsection shall he construed to require any clinical 
investigator to submit directly to the Secretary reports on the investi- 
gational use of devices. The Secretary shall within thirty days of the 
receipt of a notification or submission pursuant to this paragraph , 
determine whether the proposed investigation con forms to the require- 
ments of this section. An investigation shall not begin until the sponsor 
receives notice from the Seci'etary that the proposed investigation con- 
forms with the requirements of this section. The Secretary may not 
delay the beginning of an investigation pursuant to this paragraph 
unless he finds that the investigation does not conform to the require- 
ments of this section and he has notified the sponsor of such findings. 
The Secretary may exempt investigations f rom part or all the require- 
ments of this subsection when he determines that to do so is in the 
public interest. 

(J) Such regulations shall assure that the rights and welfare of the 
subjects involved are adequately protected , that the risks to an individ- 
ual are outweighed by the potential benefits to him or by the impor- 
tance of the knowledge to be gained and that informed consent is to be 
attained by methods that are adequate. Such informed consent shall be - 
obtained in all but exceptional cases. 

(A) For the purposes of this section , only the term “ informed con- 
sent"' shall mean the consent of a person, or his legal representative , 
so situated as to be able to exercise free power of choice without the 
intervention of any element of force, fraud, deceit , duress , or other 
form of constraint or coercion. Such consent shall be evidenced by an 
agreement signed by such verson, or his legal representative. The in- 
formation to be given to the subject in such written agreement shall 
include the following basic elements : - 

(1) a fair explanation of the procedures to be followed, includ- 
ing an identification of any which are experimental ; 

(2) a description of any attendant discomforts and risks rea- 
sonably to be expected; 

(3) a fair explanation of the likely results should the experi- 
mental procedure fail ; 

(4) a description of any benefits reasonably to be expected; 

(6) a disclosure of any appropriate alternative procedures that 

might be advantageous for the subject; 

(6) an offer to answer any inquiries concerning the procedures; 
and 

(7) an instruction that the subject is free to either decline 
entrance into a project or to withdraw his consent and to dis- 
continue participation in the project or activity at any time with- 
out prejfudicing hie future care. 

In addition, the agreement entered into by such person or his legal 
representative, shall include no exculpatory language through which 
the subject is made to waive , or to appear to waive , any of his legal, 
rights , or to release the institution or its agents from liability for 
negligence. Any organization which initiates , directs, or engages in 
programs of research, development, or demonstration which require 
informed consent shall keep a permanent record of such consent and 



the information provided the subject and develop appropriate docu- 
mentation and reporting procedures as an essential administrative 
function. 

(B) The term “ exceptional cases 71 as used in paragraph ( 6 ) shall 
be strictly construed: shall permit the waiver only of those elements of 
consent listed in subparagraph M) as may be justified by the cir- 
cumstances of each case ; ana shall require the written concurrence in 
the acting physician's decision by at least two other licensed physicians 
not involved in the research project , unless in a life threatening 
situation , it is not feasible to obtain such concurrence . 

(6) Whenever the Secretary determines that a device is being or has 
been shipped or delivered for shipment in interstate commerce for 
investigational testing upon humans , and that such device is subject 
to the preceding subsections of this section and fails to meet the con- 
ditions for exemption therefrom for investigational use , he shall notify 
the sponsor of his determination and the reasons therefor , and the 
exemption will not thereafter apply with respect to such investiga- 
tional use until such failure is corrected. 

(7) In determining whether this subsection is applicable to any 
device and , if so , whether there has been compliance with the condi- 
tions of exemption , or upon application for reconsideration of any 
such determination , the Secretary shall , if so requested by the sponsor 
of the investigation , or may on his own initiative , obtain the advice 
of an appropriate expert or experts who are not otherwise , except as 
consultant *, engaged in the carrying out of this Act. 

Custom Devices 

(l) This section shall not apply to any custom device to the extent 
that it is ordered by a physician {or other specially qualified persons 
authorized by regulations promulgated by trie Secretary after an op- 
portunity for a hearing) to be made in a special way for individual 
patients. Any such device shall comply with all aspects of any appli- 
cable performance standard except those specifically ordered by a 
physician or such other authorized person to be changed. This sub- 
section shall apply only to devices ordered for individual patients , 
and shall not otherwise exempt a device from subsection (k). Custom 
devices shall not be used as a course of conduct and shell not be gen- 
erally available in finished form for purchase or for dispensing upon 
prescription^ and , whether in finished form or otherwise , shall not be 
made available through commercial channels by the maker or processor 
thereof. 

Product Development Protocol 

{m) {1) Any device (or type or class of device ), manufactured or 
distributed by a particular person , which has been made subject to 
this section by a regulation promulgated by the Secretary , may be 
exempted by the Secretary from the requirement of approval of an 
application under the foregoing provisions of this section if — 

(A) the nature of the device (or type or class of device) is 
such that it is likely that it will be subject to frequent modifi- 
cation or rapid obsolescence or will not be produced in substan- 
tial volume; and 
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(B) it is intended solely for use by or under the direction or 
supervision of a practitioner licensed by laxo to use or to prescribe 
the use thereof ; and 

(C) it is, or will be, investigated in accordance with an ap - 
proved product development protocol established pursuant to 
paragraph (2) of this subsection, or it is subject to an effective 
notice of completion of the requirements of such protocol. 

(2) Any person may submit a petition to the Secretary to establish 
a product development protocol with respect to a particular device (or 
type or class of device) meeting the requirements set forth in sub- 
paragraphs (A) and ( B ) of paragraph (1) of this subsection. 
Such petition shall include supporting data and a proposed protocol. 
The Secretary shall, xoithin thirty days , refer any such petition to the 
appropriate. panel of experts appointed pursuant to subsection (b) 
of this section. Such panel may, xoithin sixty days, or such other time 
as may be agreed, xipon by the panel and the petitioner, approve with 
or xcithout modification the proposed protocol. The protocol, if ap- 
proved, shall provide — 

(A) the investigational and testing procedures required prior 
to the commencement of clinical trials of such device and subse- 
quent significant modifications thereto ; 

(B) a requirement that an institutional t'eviexn committee simi- 
lar to that described in clause (/) of subparagraph (- 4 ) of para- 
graph ( 4 ) of subsection (k) of this section shall make a xvritten 
finding that the predicted risk-to-benefit ratio applicable to the 
use of the derive justifies clinical trials and that one or more such 

* committees will continually monitor and make, periodic written 
records on all clinical trials conducted in connection with the 
institution in which such committee operates ; 

(V) the type aiid quantity of clinical trials and findings there- 
from required prior to the filing of a notice of completion of a 
product development protocol; 

(D) a requirement for complete records of the investigation 
to be maintained which are adequate to show compliance with the 
prodxtct development protocol; 

(£*) a requirement that consent, as described in paragraph (b) 
of subsection ( k ) of this section, be obtained from all subjects of " 
the investigation; and 

(F) a requirement that copies of all records xohich art to be 
maintained pursuant to this paragraph be made available to the 
Secretary upon request. 

(S) If the panel to which such petition has been referred does not 
approve the proposed protocol xoithin sixty days (dr within such other 
time as map be agreed, upon), the Secretary may consider and approve 
with or without modification the proposed protocol within sixty days 
after the date he is notified that the panel has concluded not to approve 
a protocol. If neither the panel nor the Secretary approves a proposed 
protocol, the Secretary shall issue affinal order denying the petition 
and stating the ground s therefor. 

(4) dt any time after a product development protocol for a particu- 
lar device (or type or. class of device) has been approved pursuant to 
this section , the petitioner may submit a notice of completion stating 
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that the requirements of the protocol have been fulfilled and that , to 
the best of his knowledge, there is no reason bearing on safety, effec- 
tiveness, or other public health considerations why the device should 
not be marketed. Such notice shall contain all the data and informa- 
tion from which the petitioner made this determination. The Secre- 
tary shall approve or disapprove the notice of completion within 
ninety days after receipt of such notice. 

(6) The Secretary may, after providing the petitioner an opportu- 
nity for an informal hearing, at any time prior to approving a notice 
of completion^ issue a final order to revoke a product development 
protocol or disapprove a notice of completion if he finds that— 

(A) the petitioner has failed substantially to comply with the 
requirements of the protocol; or 

(S') the results of the clinical trials conducted differ so sub- 
stantially from the results required in the protocol that further 
trials cannot be justified; or 

(C) such device is not shown to be safe for use under the con- 
ditions prescribed , recommended, or suggested in the labeling 
thereof: or 

(D) there is a lack of adequate scientific evidence that the de- 
vice will have the effect it purports or is represented to have under 
the conditions of use prescribed, recommended , or suggested in 
the labeling thereof. 

A final order issued under this paragraph shall be in writing and shall 
contain the reasons to support the conclusions thereof. 

(6) The Secretary (or in his absence the officer acting as Secretary) 
may at any time, by an order in writing stating the findings on which 
it is based, immediately revoke an exemption from the requirement of 
approval of an application under the foregoing provisions of this sec- 
tion, if he find 8 that there is an imminent hazard to the public health 
or safety caused by the existence of the exemption. In taking such 
action the Secretary shall give prompt notice to the person following 
the protocol or haring fled the notice of completion, and afford such 
person an opportunity for an expedited hearing under this paragraph. 

(7) At any time after a notice of completion has been approved, the 
Seoetary may issue an order revoking an exemption of the device (or 
type or class of device) from the requirement of approval of an appli- 
cation under the foregoing provisions of this section if he finds that 
any of the grounds listed in subparagraphs (A) through (F) of para- 
graph (1) of subsection (f) of this section apply. The provisions of 
jmragra phs (/) and (3) of subsection (/) and subsections (g) through 
(j) of this section shall apply. 

(8) Whenever the Secretary finds that the facts so justify, he may 
reconsider an order under this subsection revoking the exemption 
granted by this subsection and reinstate the exemption. 

Transitional Provisions 

(»)(/) If. oil the day immediately prior to the dale upon which a 
device is declared to be subject to scientific review under this section, 
the device was in use in the diagnosis, cure, mitigation, treatment . or 
prevention of disease in man, or for the purpose of affectng the struc- 
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ture or any function of the body of man, section 601 (f) shall become 
effective with respect to such preexisting use or uses of such device on 
the closing dale (as defined tn paragraph (£) of this subsection) or, 
if sooner, with respect to any person who has fled an application, on 
the effective date of an order of the Secretary approving or denying 
approval of such application with respect to such use of the device 
under this section, 

(2) For the purposes of this subsection, the term “ closing date” 
means, with respect to a device , the first day of the thirty-first calendar 
month which begins after the month in which the device is declared 
to be subject to scientific review under this section, except that, if in 
the opinion of the Secretary it would not involve any undue risk to 
the public health . he may on application or on his own initiative post- 
pone such closing date with respect to any particular use or uses of a 
device until such later date (but not beyond the close of the sixtieth 
month after the month of such declaration) as he determines is nec- 
esxai'y to permit completion, in good faith and as soon as practicable, 
of the scientific investigations necessary to establish the safety and 
effectiveness of such use or uses. The Secretary may terminate any 
such postponement at any time if he finds that such postponement 
should not have been granted or that , by reason of a change tn circum- 
stances, the basis for such postponement no longer exists or that there 
has been a failure to comply with a requirement of the Secretary for 
submission of progress reports or with other conditions attached by 
him to such postponement. 

NOTIFICATION or DEFECT 8 IX. AND REPAIR OR REPLACEMENT OF, 

DEVICE8 

Sec. 515. (a)(1) Every verson who acquires information which rea- 
sonably supports the conclusion that a device intended for human use, 
which has been produced , assembled, distributed, or imported by him 
(A) contains a defect which could create a substantial risk to the 
public health or safety , or (B) on or after the effective date of an 
applicable performance standard promulgated pursuant to section 618 
fails to comply with such standard , shall immediately notify the Sec- 
retary of such defect or failure to comply if such device has left the 
control of the manufacturer. No information or statements exclusively 
derived from the notification required by this subsection (except for 
information contained in records required to be maintained under any 
provision of this Act) shall be used as evidence in any proceeding 
brought against a natural person pursuant to section 308 of this Act 
with respect to a violation of law occurring prior to or concurrently 
with the notification. 

(2) The notifications required by paragraph (1) of. this subsection 
shall contain a clear description of such defect or failure to comply, 
and- evaluation of the hazard related thereto , and a statement of the 
measures to be taken to correct such defect or failure or to effect pro- 
tection against the hazard created by the defect or failure. 

(8) For purposes of this section, the term* defect” means a deficiency 
in. design, materials, or workmanship, and does not include any defi- 
ciency resulting from use of improper accessories or from improper 
installation, maintenance, repair, or use of the device or any deficiency 
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resulting from normal use of the device after the lifetime represented 
by the manufacturer hoe expired. 

(b) (1) If the Secretary determines that a device intended for human 
**»> use distributed in commerce presents a substantial hazard to the public 

health or safety and that notification is required tn order adequately 
to protect the public from such hazard , he shall immediately make 
certain that adequate notification is provided in an appropriate form, 
by the persons and means best suited under the circumstances involved 
to all persons (including manufacturers , distributing, retailers, health 
professionals , and users) who should properly receive such notification 
in order to reduce or eliminate the effecte of such hazard. 

(8) Where the Secretary determines that users shall not be notified 
under paragraph (1), he shall provide those health professionals, who 
receive notification an opportunity to comment on the advisability of 
notifying the general public of the hazard. Within 80 days after such 
notification the Secretary shall notify the general public of the hazard 
if after reviewing such comments . he determines that such notification 
will not endanger the public health. 

(c) If the Secretary determines (after affording interested parties , 
including consumers and consumer organizations , an opportunity for 
a hearing in accordance with subsection (e) ) that a device intended for 
human use distributed in commerce presents a substantial hazard to 
the public health or safety and that action under this subsection is in 
the public interest, it may order the manufacturer or any distributor 
or retailer of such device to take whichever of the following actions the 
person to whom the order is directed elects to the extent that the con- 

(1 sent of the purchaser and , where appropriate , hie physician, is 
obtained: 

(1) bring such device into conformity with. the requirements of 
the applicable performance standard or repair the defect in such 

device; 

(8) replace such device with a like or equivalent device which 
complies with the applicable performance standard or which does 
not contain the defect; or 

(S) refund the purchase price of such device (lees a reason- 
able allowance for use, if such device has been in the possession 
of a user for one year or mare (A) at the time of public notice 
under subsection (c), or (B) at the time the user receives actual 
notice of the defect or noncompliance, whichever first occurs. 
An order under this subsection may also require the person to whom 
it applies to submit a plan, satisfactory to the Secretary for taking 
( action under whichever of the preceding paragraphs of this subsection 

such person has elected to act. The Secretary shall specify in the order 
the persons to whom refunds must be made if the person to whom the 
order is directed elects to take the action described in paragraph 
(5). If an order under this subsection is directed to more them one 
person, the Secretary ehdU specify which person has the election 
under this subsection. 

(d) (1) No charge ehdU be made to any person (other than a manu- 
facturer, distributor, or retailer) who avails himself of any remedy 
provided under an order issued under subsection (c), and the person 
subject to the order shall reimburse each person (other than a manu- 
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facturer y distributor , or retailer) who is entitled to such a remedy 
for any reasonable and foreseeable expenses incurred by such person 
in availing himself of such remedy. 

(8) An order issued under subsection (b) or (c) with respect to 
a device may require any person who is a manufacturer, distributor , 
or retailer of the device to reimburse any other person who is a manu- 
facturer, distributor , or retailer of such device for such other per- 
son's expenses in connection with carrying out the order, if the Sec- 
retary determines such reimbursement to be in the public interest. 

(3) An order under subsection (c) may be issued only after an 
opportunity for an informal hearing. If the Secretary determines that 
any person who wishes to participate in such hearing is a part of a 
class of participants who share an identity of interest, the Secre- 
tary may limit such person's participation in such hearing to partici- 

? ation through a single representative designated by such class (or 
y the Secretary if such class fails to designate such a representative) . 

(e) The remedies provided for in this section shall be in addition 
to and not in substitution for any other remedies provided by law. 

RECORDS AND REPORTS ON DRV ICES 

Sec. old. (a)(1) Every person engaged in manufacturing y process- 
ing. or distributing , or selling a device that is subject to a performance 
standard promulgated under section 5! 3, or with respect to which there 
is in effect an approval under section 511 of an application filed under 
subsection (c) thereof y shall establish and maintain such records , and 
make such reports to the Secretary. of data relating to clinical- experi- 
ence and other data or infoimation . received or otherwise obtained by 
such person with respect to such device , and bearing on the safety or 
effectiveness of such device, or on whether such device may be adul- 
teiuted or misbranded, as the Secretary may by general regulation, or 
by special i regulation or order applicable to such device, require. In 
prescribing such regulations or issuing such orders the Secretary shall 
nave due regard for the professional ethics of the medical- profession 
and the interests of patients and snail provide, wherever he deems it 
appropriate, for the- examination, upon request , by the persons to whom 
such regulations or orders are applicable , of similar information re- 
ceived or otherwise obtained by the Secretary. 

(2) Every person required under this subsection to maintaini'ecords. 
and every person in charge or custody thereof , shall, upon request of 
an officer or employee designated by the Secretary , permit such officer 
or employee at all reasonable times to have access to and copy and 
verify such records. 

(b) Subsection (a) shall not apply to — 

(/) practitioners licensed by law to prescribe or administer 
drugs and devices and who manufacture or process devices solely 
for use in the course of their professional practice; 

(2) persons who manufacture or process devices solely for use 
in research or teaching and not for sale; and 

(./) such other classes of persons as the Secretary may by or 
pursuant to regulation exempt from the application of this sub- 
section upon a finding that such application is not necessary to 
accomplish the purposes of this subsection. 
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(c) Every person engaged in manufacturing a device subject to this 
Act shall provide to the Secretary upon his request such technical data 
and other data or information with respect to such device as may be 
reasonably required to carry out this Act. 

Chapter VII — General Administrative Provisions 
***••*« 
FACTORY INSPECTION 

Sec. 704. (a) For purposes of enforcement of this Act, officers or 
employees duly designated by the Secretary, upon presenting appro- 
priate credentials and a written notice to the owner, operator, or agent 
in charge, are authorized (1) to enter, at reasonable times, any factory, 
warehouse, or establishment in which food, drugs, devices, or cosmetics 
are manufactured, processed, packed, or held, for introduction into 
interstate commerce or after such introduction, or to enter any vehicle, 
being used to transport or hold such food, drugs, devices, or cosmetics 
in interstate commerce; and (2) to inspect, at reasonable times and 
within reasonable limits and in a reasonable manner, such factory, 
warehouse, establishment, or vehicle and all pertinent equipment, 
finished and unfinished materials, containers, and labeling therein. In 
the case of any factory, warehouse, establishment, or consulting lab- 
oratory in which prescription drugs or prescription devices are man- 
ufactured, processed, packed, or held, inspection shall extend to all 
things therein (including records, files, papers, processes, controls, 
and facilities) bearing on whether prescription drugs or prescription 
devices which are adulterated or misbranded within the meaning of 
this Act, or which may not be manufactured, introduced into inter- 
state commerce, or sold, or offered for sale by reason of any provision 
of this Act, have been or are being manufactured, processed, packed, 
transported, or held in any such place, or otherwise bearing on viola- 
tion of this Act. No inspection authorized [for prescription drugs] 
by the preceding sentence shall extend to (A) financial data, (B) sales 
data other than shipment data. (C) pricing data, (P) personnel data 
(other than data as to qualifications of technical and professional 
personnel performing functions subject to this Act), and (E) research 
data (other than data, relating to new drugs, antibiotic drugs , and de- 
vice*, [and antibiotic drugs.] subject to reporting and inspection 
under regulations lawfully issued pursuant to section 505 (i) or (j), 
section 507 (d) or (g). section 51 i (lr). or section 510 [or section 507 
(d) or (g)] of this Act, and data, relating to other drugs or devices , 
which in the case of a new drug or of a device subject to section 61i 
would lie subject to reporting or inspection under lawful regulations 
issued pursuant to section 505 ( j ) or section 516 of this Act ) . A separate 
notice shall be given for each such inspection, but a notice shall not 
lx? required for each entry made during the period coverea by the 
insjjection. Each such inspection shall be commenced and completed 
with reasonable promptness. The provisions of the second sentence of 
this stilvscction snnll not apply to — 

(1) pharmacies which 'maintain establishments in conformance 
with any applicable local laws regulating the practice of plmr- 
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m&cy and medicine and which are regularly engaged in dispensing 

{ prescription drugs or devices, upon prescriptions of practitioners 
icensea to administer such drugs or devices to patients under the 
care of such practitioners in the course of their professional prac- 
tice, and which do not, either through a subsidiary or otherwise, 
manufacture, prepare, propagate, compound, or process drugs or 
devices for sale other tnan in the regular course of their business 
of dispensing or selling drugs or devices at retail ; 

(2) practitioners licensea by law to prescribe or administer 
drugs or •prescribe or use devices , as the case may be, and who 
manufacture, prepare, propagate, compound, or process drugs or 
manufacture or process devices solely for use in the course of their 
professional practice ; 

(3) persons who manufacture, prepare, propagate, compound, 
or process drugs or manufacture or process devices solely tor use 
in research, teaching, or chemical analysis and not for sale ; 

(4) such other classes of persons as the Secretary may by reg- 
ulation exempt from the application of this section upon a finding 
that inspection as applied to such classes of persons in accordance 
with this section is not necessary for the protection of the public 
health. 

(b) Upon completion of any such inspection of a factory, warehouse, 
consulting laboratory, or other establishment, and prior to leaving the 
premises, the officer or employee making the inspection shall give- to 
the owner, operator, or agent in charge a report in writing setting 
forth any conditions or practices observed by him which, in nis judg- 
ment, indicate that any food, drug, device, or cosmetic in such estab- 
lishment (1) consists in whole or in part of any filthy, putrid, or de- 
composed substance, or (2) has been prepared, packed, or held under 
insanitary conditions whereby it may have become contaminated with 
filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary. 

(c) If the officer or employee making any such inspection of a fac- 
tory, warehouse, or other establishment has obtained any sample in 
the course of the inspection, upon completion of the inspection and 
prior to leaving the premises he shall give to the owner, operator, or 
agent in charge a receipt describing the samples obtained. 

(d) Whenever in the course of any such inspection of a factory or 
other establishment where food is manufactured, processed, or packed, 
the officer or employee making the inspection obtains a sample of 
any such food, and an analysis is made of such sample for the purpose 
of ascertaining whether such food consists in whole or in part of any 
filthy, putrid, or decomposed substance, or is otherwise unlit for food, 
a copy of the results of such analysis shall be furnished promptly to 
the owner, operator, or agent in charge. , 

PUBLICITY 

Sec. 705. (a) * * * 

**••**• 

(c) To assist in carrying out the provisions of this Act, the Secretary 
may cause to be disseminated information regarding standards , testing 



facilities , and testing methods promulgated, established , or approved 
under this Aot and other information relating to the nature and extent 
of hazards subject to this Act . Subject to the provisions of section SOI 
(j) , the Secretary may also cause to be published reports summarising 
clinical data relevant to marketed products approved under this Act. 

» • * * * • • 

ADVISORY COUNCIL ON DMVIGSB, AND OTBMR ADVISORY 00BMITTBB8 

See. 70S. (a) For the purpose of advising the Secretary with respect 
to matters of policy in carrying out the provisions of this Act relating 
to devices , there is established In the Department an Advisory Council 
on Devices appointed by the Secretary without regard to the civil serv- 
ice and classification taws. The persons so appointed shall be manu- 
facturers ana other persons with t special knowledge of the problems 
involved in the regulation of various kinds of devices under this Act , 
members of the professions using such devices , scientists expert in the 
investigational use of devices , engineers expert in the development of 
devices , and members of the general public representing consumers of 
devices. 

(b) The Secretary may also from time to time appoint , without re- 
gard to the civil service or classification laws, in addition to the ad- 
visory councils and committees otherwise authorized under this Act , 
such other advisory committees or councils as he deems desirable. 

(c) Members of an advisory council or committee appointed pur- 
suant to subsection (a) or (b) who are not in the regular full-time _ 
employ of the United States shall , while attending meetings or con- 
ferences of the council or committee or otherwise engaged on its busi- 
ness, be compensated at per diem rates fated by the Secretary but not 
in excess of the rate for grade OS-18 of the General Schedule at the 
time of such service, including traveltime , and while so serving away 
from their homes or regular places of business they may be allowed 
travel expenses {including per diem in lieu of subsistence) as author- 
ized by title 6, United States Code, section 6708, for persons in the 
Government service employed intermittently. 

RBBBAROB AND BTODIB8 RBLATINO TO DBYICB8 

See. 709. (a) The Secretary is authorized, directly or through con- 
tracts with public or private agencies, institutions, and organizations 
and with individuals, to plan, conduct, coordinate, and support — 

(1) research and investigation into the safely and effectiveness 
of devices, and into the causes and prevention of injuries or other 
health impairments associated with exposure to or use of devices ; 

{£) studies relating to the development and improvement of 
device performance standards , and device testing methods and 
procedures / and 

(8) education and training with respect to the proper installa- 
tion, maintenance, operation, and use o f devices. 

(b) In carrying out the purposes of subsection (a), the Secretary , 
in addition to or in aid of the f oregoing - — 

{1) shall, to the maximum practicable extent , oooperate with 
am invite the participation of other Federal or State departments 
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and twenties having related interests, and interested professional 
or industrial organizations; 

(£) shall collect and make available, through publications and 
by other appropriate means , the results of, and other information 
concerning, research and other activities undertaken pursuant to 
subsection (a ) ; and 

(3) may procure (by negotiation or otherwise) devices for re- 
search and testing purposes, and sell or otherwise dispose of such 
products. 


Chapter VIII — Imports and Exports 

Sec. 801. (a) The Secretary of the Treasury shall deliver to the 
Secretary of Health, Education, and Welfare, upon his request, sam- 
ples of food, drugs, devices, ana cosmetics which are being imported 
or offered for import into the United States, giving notice thereof to 
the owner or consignee, who may appear before the Secretary of 
Health, Education, and Welfare and have the right tb introduce testi- 
mony. The Secretary of Health, Education, and Welfare shall furnish 
to the Secretary of the Treasury a list of establishments registered 

S ursuant to subsection (i) of section 510 and shall request that if any 
rugs or devices manufactured, prepared, propagated, compounded, or 
processed in an establishment not so registered are imported or offered 
tor import into the United States, samples of such drugs or devices 
be delivered to the Secretary of Health, Education, and Welfare with 
notice of such delivery to the owner or consignee, who may appear 
before the Secretary of Health, Education, and Welfare and have the 
light to introduce testimony. If it appeals from the examination of 
such samples or otherwise that (1) such article has been manufactured, 
processed, or packed under insanitary conditions, or (2) such article 
is forbidden or restricted in sale in the country in which it was pro- 
duced or from which it was exported, or (3) such article is adulterated, 
misbranded, or in violation of section 505, then such article shall be 
refused admission, except as provided in subsection (b) of this section. 
The Secretary of the Treasury shall cause the destruction of any such 
article refused admission unless such article is exported, under regula- 
tions prescribed by the Secretary of the Treasury, within ninety days 
of the date of notice of such refusal or within such additional time as 
may be permitted pursuant to such regulations. Clause (2) of the third 
sentence of this paragraph shall not be construed to prohibit the ad- 
mission of narcotic drugs the importation of which is permitted under 
the Controlled Substances Import and Export Act. 

(b) Pending decision as to the admission of an article being im- 
ported or.offered for import, the Secretary of the Treasury may au- 
thorize delivery of such article to the owner or consignee upon the 
execution by him of a good and sufficient bond providing for the pay- 
ment of such liquidated damages in the event of default as may be 
required pursuant to regulations of the Secretary of the Treasury. If 
it appears to the Secretary of Health, Education, and Welfare that an 
article included within the provisions of clause (3) of subsection (a) 
°f .this section can, by relabeling or other action, be brought into com- 
pliance with the Act or rendered other than a food, drug, device, or 
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cosmetic, final determination as to admission of such article tnuy l>e 
deferred and, upon filing of timely written application by the owner 
or consignee and the execution by him of a bond as provided in the 
preceding provisions of this subsection, the Secretary may, in accord- 
ance with regulations, authorize the applicant to perform such re- 
labeling or other action specified in such authorization (including de- 
struction or cxpoit of rejected articles or portions thereof, as may be 
specified in the Secretary’s authorization). All such relabeling or other 
action pursuant to such authorization shall in accordance with regula- 
tions be under the supervision ofjin officer or employee of the Depart- 
ment of Health, Education, and Welfare designated bv the Secretary, 
or an officer or employee of the Department of the Treasury desig- 
nated bv the Secretary of the Treasury. 

(c) All expenses (including travel, per diem or subsistence, and sal- 
aries of officers or employees of the United States) in connection with 
the destruction provided for in subsection (a) of this section and the 
supervision of the relabeling or other action authorized under the pro- 
visions of subsection (b) or this section, the amount of such expenses 
to be determined in accordance with regulations, and all expenses in 
connection with the storage, cartage, or labor with respect to any arti- 
cle refused admission under subsection (a) of this section, shall be 
paid by the owner or consignee and, in default of such payment, shall 
constitute a lien against any future importations made uy such owner 
or consignee. 

(d) A food, drug, device, or cosmetic intended for export shall not 
be deemed to be adulterated or misbranded under this Act if it (1) 
accords to the specifications of the foreign purchaser, (2) is not in 
conflict with the laws of the country to which it is intended for export, 
and (3) is labeled on the outside of the shipping package to show that 
it is intended for export. But if such article is sold or offered for sale 
in domestic commerce, this subsection shall not exempt it from any 
of the provisions of this Act. Nothing in this subsection shall author- 
ize the exportation of any new animal drug, or an animal feed bearing 
or containing a new animal drug, which is unsafe within the meaning 
of section 512 of this Act.J, or to authorize the exportation of any 
device which does not comply with section 513 or 514. of this Act. The 
Secretary may permit exportation of any article if he determines that 
such expectation is in the interest of public health and safety , and has 
the approval , of the country to which it is intended for expoi't. 

Chapter IX — Misceix.vnf.ous 
* * ***** 

EFFECT OF STATE REQUIREMENTS 

Sec. 90S. ( a ) Whenever a performance standard pursuant to section 
513 or scientific review pursuant to section 514 under this Act is in 
effect , no State or political subdivision of a State shall have any 
authority either to establish or to continue in effect any provision of 
a standard or regulation which prescribes any requirements as to the 
performance , composition , contents , design , finish , construction, pack- 
aging, or labeling of such product which are designed to deal with the 
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same device unless such requirements are identical to the requirements 
of the Federal requirements. 

( b ) Nothing in this section shall be construed to prevent the Federal 
Government or the government of any State or political subdivision 
thereof from establishing a safety requirement applicable to a device 
for its own use if such requirement imposes a higher standard of per- 
formance than that required to comply with the otherwise applicable 
Federal requirements. 

(c) Upon application of a State or politioal subdivision thereof , the 
Secretary may by rule, after notice and opportunity for oral presenta- 
tion of views , exempt from the provisions of subsection (a) ( under 
suck conditions as he may impose) a proposed safety requirement de- 
scribed in such application , where the proposed requirement — 

(1) imposes a higher level of performance than the Federal 
standard 

(£) is required by compelling load conditions , and 
(3) does not unduly burden interstate commerce. 

O 
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GENETIC ENGINEERING, 1975 


TUESDAY, APRIL 22, 1975 

"" U.S. Senate, 

Subcommittee on Health of the 
Committee on Labor and Public Welfare, 

Washington, D.C. 

The subcommittee met, pursuant to notice, at 10:40 a.m., in room 
4232, Dirksen Senate Office Building, Senator Edward M. Kennedy 
(Chairman of the Subcommittee), presiding. 

Present: Senators Kennedy and Stafford. 

Committee staff present: LeRoy G. Goldman, professional staff 
member; and Jay B. Cutler, minority counsel. 

Senator Kennedy. The Subcommittee on Health will come to order. 

Science is today at an important crossroad. The fantastic technologi- 
cal advances of recent years have outstripped man’s capacity to 
fully understand the implications of those advances. 

Although we can do things today which we have never done before, 
we have not, as a society, thought through the consequences of what 
science has enabled us to do. And what we can do today pales in 
comparison to what we will be able to do tomorrow. 

Increasingly, in recent years, areas of scientific inquiry have come 
under public scrutiny. This has been of great concern to many mem- 
bers of the scientific community who fear that such a trend represents 
an antiscience feeling that is growing throughout the country. They 
fear increased Federal regulation of their work and a resultant drop 
in productivity. 

Regulation, in this view, would discourage young scientists from 
doing certain kinds of research and would delay breakthroughs in 
areas which have the potential to greatly benefit mankind. 

On the other hand, proponents of public accountability, have warned 
of the consequences of allowing scientists alone to determine the 
scope and nature of their own work, especially when that work 
poses considerable risks for the society as a whole. They raise the 
question as to whether the principles that the interests of science and 
those of society usually coincide, and that the pursuit of knowledge, 
any knowledge, is, in of itself, a noble and positive endeavor — are 
valid. 

Public debate over these issues has usually been particularly vigor- 
ous when focusing on the implications of recent advances in genetic 
research. 

Lost July, in a move unprecedented in the history of science, molecu- 
lar biologists from around the world voluntarily ceased doing a par- 
ti) 
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ticular kind of research. This voluntary moratorium grew out of the 
concern by researchers themselves — primarily at Stanford Univer- 
sity — that they did not fully understand the potentially grave risks 
and implications of their own work. These scientists were literally 
creating new forms of life in their laboratories — they were attempt- 
ing to harness biologic activity of- an unprecedented nature. 

They worried about the potential dangers for themselves, for their 
laboratory technicians, for tne surrounding population. They wondered 
if there was any part of the research that should not be done at all 
because it could not be done safely. 

They wondered'whether controls could not be developed to minimize 
the risks and let the work proceed. 

Two months ago, scientists from around the world met again, and 
voted to lift the moratorium, subject to the development of strict 
voluntary controls for this kind of experiment. Tne final report, 
outlining those controls, will soon be completed and made public. 

I believe these scientists are to be commended for their unprece- 
dented action. — 

Two of our witnesses today. Dr. Brown and Dr. Cohen, were leaders 
in that activity. But I believe it must be pointed out that the decisions 
to voluntarily adopt the moratorium and then to end it, were made 
largely by scientists alone. They weighed the risks and benefits. They 
refined them. They decided, and the work will go on. 

Perhaps that is as it should be. 

But several questions remain. What is the nature of this research 
which so disturbed the investigators that they felt compelled to stop 
it for a time? 

Is there a safety threat to the general population? 

What are the implications of the research for the society as a whole? 

Was it proper for scientists alone to decide to stop and then resume 
the research? 

How could nonscientists participate in the process, even if that were 
desirable, what should be done now in terms of public policy in this 
area? 

What are the potential dangers of Federal intervention? 

These are the questions we are going to focus on today. The issues 
being raised stretch beyond this form of research. They go to the 
heart of the relationship between a free society and its scientific 
community. 

I hope this is the beginning of a continuing dialog on this subject. 

1 am pleased to welcome to the committee our panel of experts, 
Dr. Stanley N. Cohen, Department of Medicine, Stanford University; 

/ Dr. Donald Brown, Department of Embryology, Carnegie Institute 
of Washington, Baltimore, Md.: Dr. Willard GayUn, Institute for 
Bioethics and the Life Sciences, Haatings-on-Hudson, N.Y.; and Dr. 
Halsted Holman, Department of Medicme, Stanford University. 

We will ask Dr. Cohen if you would be kind enough to begin. 

And, at the outset, in your explanations, all of you, if you could 
attempt to keep it in as lay terms as possible, so that I can understand 
it, ana the other members of the committee can understand it as well. 



1233 


3 

STATEMENT OF STANLEY N. COHEN, M.D., DEPARTMENT OF MEDI- 
CINE, STANFORD UNIVERSITY; DONALD BROWN, FH. D., DEPART- 
MENT OF EMBRYOLOGY, CARNEGIE INSTITUTE OF WASHINGTON, 

BALTIMORE, MD.; WILLARD GAYUN, M.D., INSTITUTE FOR BIO- 
ETHICS AND THE LIFE SCIENCES, HASTINGS-ON-HUDSON N.Y.; 

AND HALSTED HOLMAN, M.D., SCHOOL OF MEDICINE, STANFORD 

UNIVERSITY; A PANEL 

Dr. Cohen. In February of this year, a group of 150 scientists 
met together with nonscientists for three and a half days at the Asilo- 
mar Conference Center near Pacific Grove, Calif., to review progress 
in the use of a recently described experimental technique for intro- 
ducing new hereditary characteristics into bacteria and viruses, and 
to formulate procedures for the safe research use of this technique. 

The lav press, and some of the scientific press, have fancifully 
termed the methodology “genetic engineering. ” While technically 
correct, the choice of this term is unfortunate, since the term has long 
been associated with ethical and religious issues of human experi- 
mentation which are quite peripheral to the biological safety questions 
considered at Asilomar. 

It should be clearly stated at the outset that the engineering of the 
heredity of man was not a subject of the Asilomar meeting, nor will 
it be the subject of my testimony today. 

I have come here with the dual perspective of a microbiologist who 
has been involved in the development of this research methodology, 
and of a physician engaged in the teaching of medicine at Stanford 
University. My comments will relate to four principal questions: 

(1) What are the scientific concerns that led to tne Asilomar meeting 
and to the preceding public discussion by scientists of the use of this 
new research methodology? 

(2) What are the potential benefits from experiments that employ 
this procedure? 

(3) What steps have been taken by the scientific community to 
make certain that the research tool is used safely? 

(4) What has been and what should be the role of the public in 
insuring such safety? 

It seems worthwhile spending a few minutes explaining the research 
methods involved in the introduction of new hereditary characteristics 
into bacteria and viruses, and considering the history of what has 
been an extraordinary public discussion by scientists and nonscientists 
of the safe research use of a particular kind of basic scientific knowl- 
edge. 

In brief, the method involves the joining together of hereditary 
material— ^genes — into biologically functional combinations that do 
not occur in nature. 

Ordinarily, natural barriers prevent the union of hereditary char- 
acteristics from widely dissimilar organisms. However, in late 1973, 
Annie C. Y. Chang and I at Stanford, and Herbert W. Boyer and 
Robert B. Helling at the University of California, reported a method 
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that was applicable for the introduction of hereditary characteristics 
from virtually any kind of animal or plant cell into bacteria — by 
splicing the foreign gene to a “vehicle” capable of propagation in 
bacteria, and then inserting the genetic combination into functional 
bacterial cells. 

Using these methods, it has become possible to construct bacterial 
cells specifically designed to further our understanding of how genetic 
information is expressed. Moreover, it is now potentially possible 
to construct bacteria capable of producing a wide variety of biological 
substances, such as hormones, antibiotics and other drugs, vaccines, 
and enzymes capable of directly utilizing the Sun's energy for food 
production — all of which are currently obtainable only Jfrom their 
original plant or animal sources. 

Senator Kennedy. This provides a real opportunity for potential 
benefit, does it not 

Dr. Cohen. Yes, sir. 

Senator Kennedy [continuing]. The development of these types of, 
I guessyou would call it, new life? 

Dr. Cohen. It is not exactly new life, just a combining of hereditary 
characteristics from already existing forms of life. 

Senator Kennedy. Well, they do not exist now, do they? 

They are combining things that do not exist today? 

Dr. Cohen. The genes being combined already exist in separate 
cells, but the particular combinations are new. 

Senator Kennedy. Just so that we understand all of this, in terms 
of the drugs and vaccines from food nutrients, what are the types of 
things that you could do? 

Do you see a possibility for vast expansion of, say, food production, 
increased kinds of food production? 

Is that a possibility or an entirely' new kind of drug development 
that might meet some of the historical diseases? 

Dr. Cohen. I think these are certainly among the potential uses of 
this knowledge. There is potentially the prospect of using this method 
for the production of antibiotics and scarce normones, for production 
of enzymes that can convert light into food materials, and a number of 
other applications. 

But I would like to try to focus at least this part of my testimony 
on the research aspects of this rather than the applications, if I may. 

Senator Kennedy. Well, I think we will probably have this issue 
for a number of years to come in the future. 

I am trying to get at least some kind of handle as someone that is 
involved in public life, on how people can understand its importance, 
the opportunities, the potential good, and also so they understand the 
potential dangers, ana so that we can try to provide some kind of 
public awareness to some of the issues we are going to explore here 
today. 

I do not want to weigh this aspect too long, but I just wanted to 
try, as we are beginning to develop the record, to get some understand- 
ing for the layman to know what we are talking about, both the 
potential risk as well as the potential benefits. 

Dr. Cohen. I think it is reasonable to say, Senator, that the poten- 
tial benefits in terms of meeting some of the needs of society in the 
area of solution of problems of pollution, and of energy and food short- 



1235 


5 

ages arc very substantial. I use the word “potential,” however, since 
at this time the method is a research tool and has not yet been applied 
to the solution of problems in these areas. 

Senator Kennedy. That is fine. 

Dr. Cohen. The method employed for the propagation of foreign 
genes in bacteria required a special kind of genetic element known as 
a plasmid. Although plasmids occur naturally in many bacteria, at 
the time of our initial report, only one particular plasmid was known to 
be suitable for use in such experiments. 

Because of the possibility that some of the new kinds of bacteria 
that could be produced by the gene manipulation techniaue might be 
biologically hazardous, we adopted the policy of sending tne necessaiy 
plasmid to other scientists only after receiving their assurance that it 
would not be used for work with certain genes. 

Recipients of the plasmid also agreed not to send it to other lab- 
oratories so that we could maintain a record of its distribution. How- 
ever, soon other vehicles suitable for propagating foreign genes in 
bacteria were discovered, and it became clear that a more general 
mechanism for insuring experimental safety was advisable. 

The groundwork for such a procedure of control had been estab- 
lished earlier when a description of this new experimental methodology 
at a scientific research conference prompted the participants to ask Dr. 
Philip Handler, president of the National Academy of Sciences, to 
establish a committee to consider the “possibility that potentially 
biohazardous consequences might result from widespread or injudi- 
cious use” of the gene manipulation technique. The Academy asked 
Stanford University biochemist Paul Berg who, for several years, 
had been centrally involved in matters of biological safety, to form 
such an advisory committee and to serve as its chairman. 

In the spring of 1974, a committee of prominent U.S. scientists 
assembled by Berg formally and publicly recommended the voluntary 
deferral of two very specific types of gene manipulation experiments, 
which had already been deferred informally by the scientific 
community. 

Senator Kennedy. Had that ever been done before? 

Dr. Cohen. Had what been done before, Senator? 

Senator Kennedy. The stopping of work in particular research 
areas. 

Dr. Cohen. I do not know of a precedent for this kind of action. 

Senator Kennedy. What did you feel was the unique hazard? 

Dr. Cohen. The concern was prompted by the committee’s recog- 
nition of the pathogenic potential of the genes involved in the two 
particular kinds of experiments, and by our inability to accurately 
assess the hazards in advance of the experiments. 

Senator Kennedy. What is pathogenic? 

Dr. Cohen. Disease-causing potential. 

Guidelines for safety had long been available in other areas 

Senator Kennedy. Just before we get into that, how serious is that 
possibility? 

Are you talking about the dangers of people catching a cold, or 
something more dangerous? 

Dr. Cohen. The particular types of experiments that the NAS 
Committee recommended deferring were the introduction of animal 
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tumor virus genes into bacteria, and also the bringing together of 
new combinations of antibiotic resistance genes that do not already 
exist together in nature. 

Senator Kennedy. Those are the ones that you cannot treat then, 
is that right? 

Dr. Cohen. Do you mean antibiotic resistance? 

Senator Kennedy. Yes. 

Dr. Cohen. Not exactly. There are presently naturally occurring 
antibiotic resistance combinations that cannot be treated effectively. 
These already exist in nature as a consequence of natural selection of 
antibiotic resistant bacteria by the use of antibiotics for clinical popu- 
lations and in animal feed. It was important not to make new com- 
binations of antibiotic resistance genes that might make it more diffi- 
cult to treat bacteria canying resistance. 

Senator Kennedy. Well, as I understand, there was the danger 
also of cancer virus, is that right? 

Dr. Cohen. That was the second category of experiments considered 
by the committee.-The committee was concerned with the possibility 
that animal tumor virus genes might have properties in bacteria that 
might lead them to cause disease in humans. 

This was a precautionary step since there was no evidence that this 
kind of experiment would actually cause any kind of human disease. 

Senator Kennedy. As I undertsand it, given the potential danger, 
we have heard potential benefit, but at least there was a moratorium 
that was put on for the first time, really, in terms of any kind of 
research activity. 

I think you might mention just briefly, in terms of your own situa- 
tion and terms of the laboratories, since this is as dangerous as it 
apparently is, the controls to assure that there is not any leakage of 
the material or any diversion of the material. Is this a problem? 

Dr. Cohen. What we are talking about are potential dangers and 
potential hazards. No one knew whether the potential hazards of such 
experiments would, in fact, materialize, but the actions of the group 
resulted from a concern about the chance that they might, and from 
a desire to take very stringent precautions to preclude any possibility 
of danger. 

I think that there are some specific details of this in my prepared 
statement. If I may go on, pernaps that will answer your question. 

Senator Kennedy. OK. 

Dr. Cohen. Guidelines for safety had long been available in other 
areas of potentially hazardous research, such as studies involving 
known disease-causing bac • ia and viruses, radioactive materials, or 
toxic chemicals. 

However, because of the newness of the microbial gene manipula- 
tion methods, no such guidelines had been developed yet for work in 
this area. Furthermore, because of the great and immediate appeal of 
the technique for the solution of a wide variety of scientific and medical 
problems, there was a possibility that potentially hazardous experi- 
ments might proceed before appropriate guidelines could be thought- 
fully considered and rigorously implemented. 

Thus, a pause in some kinds of research was advisable until the 
hazards could be more carefully assessed, until it was determined 
whether there are ways in which the scientific work could be under- 
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taken safely, and until adequate safety precautions could be made 
available. 

Contrary to the understanding of some observers, there was no call 
for a general “halt” or “ban” in genetic experimentation, or even for 
a “moratorium” on bacterial gene manipulation. Most studies using 
the new technique did not and would not involve experiments of a 
potentially hazardous nature; only certain investigations that pos- 
sibly might lead to biological hazards if they were carried out without 
adequate safety precautions were the subject of the NAS Committee 
recommendations. 

The membership of the NAS Committee included nearly all of the 
scientists who had been directly involved in developing the new 
experimental tool. The actions of the committee were initiated by the 
scientists themselves, and the discussion of possible hazards was 
carried out under full public scrutiny. 

Senator Kennedy. It was just scientists that were participating? 

Dr. Cohen. On the NAS Committee; yes, sir. 

However, the committee’s recommendations were communicated 
openly to the public at large in a press conference arranged by the 
National Academy of Sciences, and subsequently were discussed in a 
number of articles written in the lay press by an almost endless series 
of journalistic visitors to our laboratories. 

In addition to being subject to the scrutiny of the public at large, 
these recommendations have been reviewed at the highest levels of 
the National Science Foundation and of the National Institutes of 
Health. They have been the subject of discussion and debate by 
scientists and nonscientists in the letter columns of major newspapers 
of the United States and other countries, and also have been debated 
on television in the United States and abroad. 

Their health implications have been considered by scientists in other 
areas of research and by disinterested members of the medical pro- 
fession. Moreover, the issues considered by the NAS Committee have 
been subject to the scrutiny of the U.S. House of Representatives in 
a report on “Genetic Engineering,” prepared for the Subcommittee 
on Science, Research, ana Development, of the Committee on Science 
and Astronautics, and the same issues are now being considered by a 
cbmmittee of the U.S. Senate. 

I regard such scrutiny and public involvement in important matters 
of public safety as entirely appropriate. 

Senator Kennedy. The fact remains that the public involvement 
is really after the fact, is it not? 

You did not have any kind of public participation in the decision- 
making? 

They are sort of being brought up to date after decisions had been 
made by the scientists? 

Dr. Cohen. Awareness that a problem potentially existed neces- 
sarily involved those scientists who knew about the development of 
this methodology and who were therefore in a position to know that 
some experiments that could be carried out using the method might 
prove hazardous. 

As I mentioned, there was a desire to reach widespread groups of 
scientists quickly and to call for a voluntary deferral of some kinds of 
experiments because there were no guidelines that would allow such 
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experiments to be carried out safely, or even guidelines by which one 
could determine whether the experiments should, in fact, be carried 
out at all. 

Senator Kennedy. Are these issues too complex for lay people to 
understand? 

Dr. Cohen. Not at all, Senator. 

Senator Kennedy. Well, should they or should they not have been 
sort of included in terms of making determinations about the extent 
or nature of biological hazard that will result from this type of 
research? 

It seems that the decision was made, as I mentioned before, just by 
scientists, those familiar with the particular experiments, and they gave 
their best judgment on it. And they went about informing the public 
and having press conferences and the rest. 

Dr. Cohen. There was a need at that particular point for action for 
the reasons that I have mentioned, or at least there was a perceived 
need for action. There was no wav to quickly call in the public and 
get their agreement for deferral of the experiments. For that reason, 
these recommendations were made by a group of scientists, not just 
scientists working in this particular area of research, but scientists 
involved in other areas of research as well were on this committee. 

The goal of the committee was to rapidly obtain a deferral of 
potentially hazardous kinds of experiments, in order to allow time for 
a full public discussion of the issues, and I believe that has been done 
subsequently. 

I would like to go on, if I may, to the meeting at Asilomar. 

At a recent meeting at Asilomar, discussions regarding matters of 
experimental safety were again carried out under full public scrutiny 
and with public participation. One of every eight attendees at the 
conference was a representative of the press; many reporters recorded 
the formal sessions of the meeting on tape and, in addition, spent the 
evenings at Asilomar asking the scientist participants relevant, 

F ointed and challenging questions with a journalistic intensity that 
would imagine is quite familiar to the members of this Senate 
committee. 

Also attending and participating actively in the discussions and 
decisions of Asilomar were representatives of the National Science 
Foundation and the National Institutes of Health, as well as invited 
nonscientists from the fields of law and ethics. 

Following the Asilomar conference, a meeting of the newly appointed 
NIH Advisory Committee on Recombinant DNA Molecules was again 
attended by representatives of the national press and, at that session, 
formal action was taken to add a nonscientist public representative 
to the scientist group advising the NIH in this area. 

There was a general consensus among the scientists at Asilomar on 
three major issues: 

(1) Genetic manipulation of bacteria and viruses offers the prospect 
for solution of a wide variety of important scientific and medical 
problems, as well as other problems that plaque society — such as 
environmental pollution, and food and energy shortages. Such poten- 
tial uses for the new techniques have received widespread attention in 
the press, and I will not elaborate on them here. 

(2) The participants agreed that accidental dissemination of certain 
kinds of genetically altered bacteria and viruses may pose varying 
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degrees of potential risk. Thus, the scientists proposed a series of 
safeguards, principally biological and physical barriers, adequate to 
allow most experiments to be undertaken with minimal risk to labora- 
tory workers, to the public at large, and to the animal and plant 
species sharing our ecosystems. 

(3) The participants at the conference concluded that there are 
certain experiments in which the potential risks are of such a serious 
nature that they ought not be done with the presently available con- 
tainment facilities. 

This determination was based simply on a judgment of potential 
risk; it did not involve decisions about the merit of the experiments, or 
judgments about their usefulness. 

While it was acknowledged that future research and experience 
may show that many of the potential hazards are less serious and less 
probable than we now suspect, it was agreed that standards of protec- 
tion should be greater at the beginning. They could be modified if the 
assessment of nsk changed. 

Physical containment barriers have long been used in the United 
States space exploration program to minimize the possibility of con- 
tamination of this planet by extra-terrestrial microbes. 

The concept of Biological barriers, which was formulated in some 
detail at the Asilomar meeting, and which involves fastidious bac- 
terial hosts unable to survive in natural environments and equally 
fastidious vehicles able to grow only in specified hosts, will contribute 
significantly to the safety of gene manipulation experiments. 

Physical containment procedures have also been employed to pro- 
tect laboratory workers and the public from hazards associated with 
the experimental use of radioactive isotopes and toxic chemicals, and 
with tne study of disease-causing bacteria and viruses. 

Radioisotope use in scientific research is additionally subject to 
regulations designed to insure the safety of laboratory personnel and 
the public, and there is public involvement in 4,he enforcement of 
these safety procedures. 

However, the merit or lack of merit of specific experiments employ- 
ing radioactive materials remains entirely a scientific judgment sub- 
ject to peer review. 

The point I would like to make here is that the public is assured in 
the case of radioisotope use that experiments involving radioactivity 
will be carried out safely. The public is also assured, through represen- 
tation in the peer review process, that the experiments it supports in 
this area have scientific merit. However, the public does not require 
that scientists desiring to use radioactive materials in the search for 
basic scientific knowledge justify the use of this experimental tool in 
terms of the social benefits tnat may result from the particular 
experiment. 

The operational details of the mechanisms now being developed to 
monitor potentially biohazardous experimentation in the area of 
bacterial and viral gene manipulation have not yet been announced. 
However, it has been proposed that the extent of risk for particular 
groups of experiments be determined by the current peer review 
process; appropriate containment conditions would be specified by the 
same mechanism. 

Furthermore, onsite inspection of containment facilities by local 
biohazards committees would determine whether the required safety 
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precautions are being implemented properly, just as onsiteonspection 
occurs in use of radioactive materials. Under such conditions of 
biological and physical containment, experiments designed to assess 
more accurately the actual extent of risk for various types of experi- 
ments could be undertaken with relative safety. 

Public involvement in the process would occur by the currently 
available mechanism of nonscientist participation on the National 
Councils concerned with the funding of scientific research. 

In addition, the local committees assigned to monitor the safety 
procedures employed by individual scientists could also include 
publicly-appointed members. However, a professionally-trained equiv- 
alent of the radiation safety officer might be preferable for. this task. 

I believe that procedures such as those described above are desirable, 
adequate, and appropriate to insure public safety in this area of 
research. 

I believe it is the public’s prerogative to determine the extent of its 
resources that will be devoted to the support of basic scientific re- 
search and, in fact, the public clearly exercises its prerogative through 
its legislative bodies. It is the public’s right, also, to be assured that 
scientific experiments are carried out with safety. 

It is also the public’s responsibility to determine through various 
mechanisms how basic knowledge that is acquired through basic 
scientific research is to be applied within the public domain. However, 
I do not believe that it is in tne public interest to insist that the search 
for fundamental knowledge be justified in terms of immediate public 
benefits — or to require that basic scientific research become an 
instrument for the pursuit of specific short-range political, economic 
or social goals. 

The tone, I gather, from your presentation is that this is a bit of a 
problem, but we can develop the kinds of safeguards or safety stand- 
ards of procedures, and there is not really that much to be concerned 
about. 

The pool of bacterial and viral hereditary material on this planet 
is in tne state of constant evolutionary flux, and the activities of 
modern society have accelerated the pace of natural genetic change. 

In recent years, naturally occurring antibiotic resistant bacteria 
have appeared with a growing frequency in response to the widespread 
clinical use of antibiotics. Bactena and viruses of increasing natural 
virulence continue to threaten the health and well-being of the 
public. 

I know of no way to halt these events, but there are means of 
understanding the processes which cause them, and of learning to 
deal with their consequences. 

The scientific methodology I have discussed here today promises to 
further such a basic understanding of genetics in ways that have not 
been possible previously. It also provides the prospect of specifically 
constructed microbes able to make a wide variety of important 
biologically produced substances. 

While it is essential for the public to be assured that experiments 
seeking basic knowledge are carried out safely, I believe that it would 
be contrary to the public interest if the initiative of the scientific 
community in raising issues of experimental safety should lead to a 



1241 


11 

decision by the public to direct the scientific course of such 
investigations. 

Thank you. 

Senator Kennedy. Let me just ask a couple of questions because we 
want to keep it moving this morning. 

The tone, I gather, from your presentation is that this is a bit of a 
problem, but we can develop the kinds of safeguards or safety stand- 
ards of procedures, and there is not really that much to be concerned 
about. 

I do not know whether JLain missing an important ingredient. It 
seems to me if we started out for the first time effectively worldwide, 
there was a moratorium on this kind of research because of the po- 
tential dangers of it, I am just wondering whether the kind of voluntary 
restraints that you pointed out in your testimony are really adequate 
to do the job on this? 

Dr. Cohen. I think it is important for us to define just what we 
mean by this kind of research. 

There was no call for a moratorium or general deferral of genetic 
experimentation, or even of all genetic experimentation involving the 
techniques I have been talking about. 

There was a call for deferral of only two specific kinds of experi- 
ments. Also contrary to the impression that one may receive from 
reading some accounts of the Asilomar meeting in the press, there was 
a continuation of the moratorium on some of these experiments 
precisely because the participants at the meeting were not convinced 
that such experiments could be carried out safely under present con- 
ditions of containment. 

In no sense, have I intended to belittle the hazards although, in all 
honesty, I cannot say that the hazards definitely exist or that they 
have been shown. They are potential hazards, but it was precisely 
our inability to assess the extent of these potential hazards that led to 
our recommendations for exercising the utmost caution. 

Senator Kennedy. You have some that will not go forward, is that 
right? 

Dr. Cohen. That is exactly right. 

Senator Kennedy. You have others that will go forward under 
these voluntary kinds of restraints that you have outlined? 

Dr. Cohen. The restraints I have outlined are not voluntary. I 
expect that they will be enforced by the granting agencies and com- 
pliance will be monitored by on-site committees. 

Basically, the way that I envision the procedure as working is that 
a scientist proposing experiments in this particular area would describe 
both the experiments and his or her assessment of the hazards to the 
granting agency committee reviewing the request for funding. 

If their assessment of the containment conditions required for a 
line of experiments to be carried out safely agreed with the scientist’s, 
than an on-site committee would inspect the facilities to make certain 
the facilities required for that type of experimentation are, in fact, 
available and are being used properly. 

Senator Kennedy. Have there been any accidents or have there 
been any problems in controlling the material? 

Dr. Cohen. In controlling which material? 
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Senator Kennedy. The plasmids. 

Dr. Cohen. 1 am not aware of any accidents or consequences of any. 

Senator Kennedy. There has not been any diversion of the material 
at all? 

Dr. Cohen. Any what Senator? 

Senator Kennedy. Diversion. 

Has anybody that has gained any access to this material that should 
not have? 

Has there been any that has been misplaced or removed or taken 
that you know about? 

Dr. Cohen. The material? Do you mean the bacterial plasmids? 

Senator Kennedy. What is the problem? 

1 am a layman and new to this. 

Has there been any material that has been either taken, removed, 
that has not been accounted for? 

Dr. Cohen. Plasmids are naturally occurring genetic elements that 
are in man)' bacteria found in nature. Since bacteria and plasmids are 
self-propagating, they can’t be considered in terms that imply a 
specific quantity 

Senator Kennedy. Well, has there been anything 

Dr. Cohen [continuing]. Perhaps I can aaswer your question this 
way, Senator. I know of no violation whatsoever of the voluntary 
guidelines that were recommended in the initial NAS Committee 
report. To my knowledge there has been strict compliance with all 
of the recommendations, even though they were originally voluntary. 
However, at this point formal mechanisms are in the process of being 
established, with public participation, for insuring tnat compliance 
continues to occur. 

Senator Kennedy. Given the fact that the guidelines have been 
followed and the efforts have been made to try and comply with them, 
has there, in spite of willingness for those who have responsibility to 
follow those, has there been any diversion of any of the material? 

Dr. Cohen. Not that I know of. 

Senator Kennedy. You mean there has not been an instance, for 
example, where some of it is unaccounted for? 

Dr. Cohen. One cannot really consider bacteria in terms of a 
specific quantity of material that can or cannot be accounted for, since 
we are talking about biologically reproducing organisms. 

Senator Kennedy. Has any of it been missing? 

Dr. Cohen. No sir. If you are asking about unauthorized use, I 
have no knowledge of any such use. 

Senator Kennedy. OK. 

Dr. Holman. 

Dr. Holman. Senator, in view of the hour, I think, with your 
permission, I will simply comment on a few points. 

Senator Kennedy. Good. 

We will have the complete statement in the record. 

[The prepared statement of Dr. Holman follows:] 
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PRELIMINARY STATEMENT OF 
TESTIMONY CONCERNING GENETIC MANIPULATION 
SENATE SUBCOMMITTEE ON HEALTH 

April 22, 1975 Halsted Holman, M.D. 

I appreciate the opportunity to participate in this hearing. Sub- 
c ant ial issues of public and science policy are raised by the new techniques 
* ' genetic manipulation. I commend the subcommittee for exploring this matter. 

I should like to stress that, though I do investigative immunology, 

1 am not skilled in the technical area at question. I am participating there- 
r.jre primarily as a physician and as a citizen. 

Commendation is also due Drs. Berg, Cohen and their 'Colleagues for 
> ilsing these issues clearly before pursuing their experiments. Their action 
was perceptive and sensitive. I consider it to be in the best traditions of 
social responsibility. At the same time, I would say that actions taken by 
scientists alone are not sufficient. The well-being of the public and the 
integrity of science require careful regulation of genetic manipulation. The 
matter belongs in the public domain. 

The capacity to modify gene function, or to introduce new genes into 
! » organism, represent a new stage in man's ability to manipulate nature. 

therto alteration of inheritable characteristics of plants or animals was 
. . rgely achieved by selective breeding or by environr.ental alterations. The 
letter methods could affect individuals on a statistical basis over a long 
t me period but could not predictably change a particular individual. An 
example would be the effects of radiation upon a population. Now the possi- 
bility emerges of modification of specific genes of an individual or group 
which will immediately alter the function of the individuals and possibly their 
offspring. 

Experiments in genetic manipulation have been proposed for the 
following reasons: 1. pursuit of knowledge which will improve mankind's 

understanding and lead to important but unforeseen benefits in the future. 
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This purpose derives its strongest support from the history of science in which 
the importance of new knowledge has often not been perceived by the persons 
developing it, 2. Design of specific means to modify or control individual 
deleterious genes in the hope that their ill effects in animals or man can be 
avoided. 3, Modification of micro-organisms, plants and possibly animals to 
improve their usefulness to man as, for example, in increasing agricultural 
output or producing medically useful materials such as hormones. 

The goals are laudable. However, the precise outcome of such experi- 
ments cannot be predicted. Harmful consequences could arise which are un- 
intended. Organisms such as bacteria or viruses containing human or other 
foreign genes could affect in quite unexpected ways the plants or animals they 
tubsequently encounter. Persons exposed to the experiments could suffer an 
nfection unsusceptible to present therapy. Genetic alterations induced in 
dome stic animals or in man might have overt or subtle consequences unantici- 
pated by the experimenters. 

This context is familiar to physicians and others who treat or ex- 
perience illness. It is the context of human experimentation and of the use 
:f potentially dangerous methods of treatment. What is new is not the capacit; 
•o alter individuals or populations by technical means; it is the power and 
s p e cif i o ity of the new techniques. Our past experiences in devising social 

pol icies to govern human experimentation and to secure informed consent to' 

treatment are applicable here. We need an informed consent of society which 
Is analagousto informed consent of an individual . 

In recent decades, understanding of human biology and the causes of 
disease has increased. Methods of diagnosis and treatment have become more 
cower ful. These achievements have required increasingly complex experimenta- 
tion on people. Such experimentation, and the use of new diagnostic and 
therapeutic procedures, carry increased risk as well as potential benefit for 
the subjects. In parallel, moral and practical rules have been developed to 
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regulate experimentation on humans and the use of dangerous medical practices. 
Many national and international bodies have contributed to these rules. Cen- 
tral to every code are three principles: l. the purpose of the experiment or 

treatment must have high importance unattainable in other way** 2. probable 
gain must clearly outweigh probable risk for the subject, and 3. the. subject 
must be fully informed of the nature of the experiment or treatment, assent to 
it freely, and be able to terminate it at will. 

In the present case, it is important to examine the applicability of 
the three principles. In my view purposes of experiments in genetic manipula- 
tion as presently stated do not clearly meet the test of the principles. Be- 
cause of the newness and power of genetic manipulation the risks are not 
known; the benefits must therefore be very great to justify the experiments. 
However, for example, genetic manipulation is clearly not essential for the 
achievement of increased agricultural production. Output could be greatly 
increased through many conventional methods. Similarly, the production of 
materials such as hormones can continue to be achieved by other means. For 
another example, most major human illnesses appear to result from the actions 
of many genes. Useful genetic manipulation in these instances would probably 
be unattainable. For single gene illnesses, there are alternate approaches 
which include genetic counselling, in utero diagnosis, and various specific 
therapies such as those being developed for sickle cell disease^and Tay-Sachs 
disease. Thus, while genetic manipulation would theoretically be useful in 
these circumstances, it is not the only path to a possible solution. 

If the foregoing arguments are valid, increasing general human 
knowledge remains as the predominant reason for conducting the experiments* 
This is a problematic justification. Because the purpose is not specific, it 
is virtually impossible to balance benefits and risks. It is particularly 
difficult for those who might be affected to be fully informed or to assent 
freely. Additionally, if for instance dangerous bacteria escaped from the 
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laboratory to the general environment, it would be impossible to terminate 
the experiment easily. 

In a situation where information is being sought generally, the lim- 
its of what should and what should not be done lie largely in the conscience 
of the investigators. Without impuning the investigators, I consider this a 
dangerous position. It raises questions of conflict of interest. More im- 
portant it raises questions of uses and misuses of knowledge. 

Knowledge is a product of all prior human experience and, as such, 
is a possession of all who live at present. It is specifically not the pos- 
session of those who have it, to do what they wish with it. Rather, the social 
role of knowledge is to benefit the public. The social responsibility of 
those who have knowledge is to make it understandable and available to all. 

It follows that decisions concerning the development and uses of knowledge 
are a public concern, and a joint responsibility of the public and those with 
the knowledge. 

When knowledge is treated as a private possession, to be deployed 
and exploited for private purpose, the needed social relationship is disrup- 
ted. Experts become semi- autonomous. Their individual or group interests 
prevail. The public remains ignorant and may become apathetic or hostile. 

The experts, deprived of broad social input, develop attitudes of superiority 
and tend to defend their actions by asserting that the actions are good in 
their own right - science for science's sake - and by promising technical 
solutions for complex problems. Because they are isolated from the public at 
large, the experts' perspective narrows. Their solutions to problems tend 
more toward manipulation than toward cooperative social efforts. In short, 
the experts, though possessed of high technical skills, become inexpert in 
the relationship of their activities to society as a whole. Their decisions 
and actions can become narrow and harmful. 

We have had many examples of misapplied, inadequate and even harmful 
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practices introduced by experts. In the field of medicine, many practices 
including use of complex and expensive systems have been widely introduced 
without appropriate forethought and have failed to meet expectations. Ex- 
amples are the use of thalidomide, diethylstilbcstrol for threatened abortion, 
radiation for acne, a high percent of hysterectomies, lobotomies, mujtiphasic 
screening and even coronary care units. A significant amount of present sur- 
gery is unnecessary. Some 7% of hospital admissions result from inappropriate 
uses of drugs for therapy. In part because of this situation, good medical 
practice seeks to adhere to the aphorism "first do no harm", and codes of 
behavior have been developed to govern human experimentation and to secure 
informed consent. 

To my mind, solution to the genetic manipulation question lies in 
careful forethought, rigorous testing before general application, and broad 
consultation and agreement between those proposing action and those affected 
by it. 

Two questions merit brief attention. Pirst, in complex settings 
such as this, can the public learn enough to make an informed judgment? This 
question is unanswerable with certainty. However, again arguing by analogy 
with medicine, the public can learn. Physicians can attest to the willingness 
and capability of citizens to learn about, and deal effectively with, complex 
issues relating to their health when given the opportunity. Second, will the 
time taken for such learning seriously delay important advances in scientific 
knowledge? Delay it will. But it is doubtful that the delay would be nearly 

as harmful in the long run as the damage done to public confidence and perhaps 

x 

to people by failure to consider the consequences of an action and achieve a 
consensus beforehand. In a recent unanimous decision concerning informed 
consent which is applicable to this situation, the California Supreme Court 
stated "In many instances, to the physician, whose training and experience 
enable a self-satisfying evaluation, the particular treatment which should be 
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undertaken may seem evident, but it is the prerogative of the patient, not 
the physician, to determine for himself the direction in which he believes 
his interests lie. To enable the patient to chart his course knowledgeably, 
reasonable familiarity with the therapeutic alternatives and their hazards 
becomes essential." The court added, "In sum, the patient's right of self* 
decision is the measure of the physician's duty to reveal. That right can 
be effectively exercised only if the patient possesses adequate information 
to enable *n intelligent choice. The scope of the physician's communications 
to the patient, then, must be measured by the patient's need, and that need 
is whatever information is material to the decision. Thus the test for • 
determining whether a potential peril must be divulged is its materiality 
to the patient's decision." 

These arguments are not intended to support a permanent ban on the 
proposed experiments. They are intended to support a moratorium on the ex- 
periments until an appropriate procedure can be devised for joint public- 
scientific consideration of the issues, and until certain requirements are met. 
The requirements would include: 1. Design of a public process to define 
conditions under which genetic manipulation experiments will be performed 
and the codes of practice which will govern the experiments. This would 
include extensive scientific consultation to* a public body which retains 
power of decision. In my view that public body should be genuinely repre- 
sentative of the public at large and not consist primarily of those who re- 
present only a fraction of society. 2. Clear definition of the purposes, 
potential benefits and necessity of the experiments. 3. The best possible 
identification of risks. 4. A review mechanism to evaluate the experiments 
as they progress and to guarantee termination if results are harmful. 

The issue is not a struggle between science and anti-science or 
anti-intellectualism. It is a struggle to achieve a healthy relationship 
between science and citizens who support and are affected by it. Science as 
a human endeavor, like medicine, can develop appropriately only with the 
consent and support of those whom it affects. Scientists, like physicians, 
should be partners of the public. That relationship can be forgotten only 
at our peril. 
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Dr. Holman. I would also like to say that though I do a certain 
amount of investigative immunology, I am not an expert in the tech- 
nical area under consideration here. 

I am professor of medicine at Stanford, and am testifying as a 
physician and as acitizen. 

The issue at debate is the relationship between science and the 
public at large, and more particularly how that relationship influences 
the ways in which we will direct our resources as a nation and as a 
scientific medical profession. 

There is no debate, as I understand it, about the existence of po- 
tential risks in experimentation in the general area of genetic manipu- 
lation. 

Some of these risks can clearly be controlled by technical means. 
Dr. Cohen has spoken to that. Others are more problematic, and we 
cannot be sure about the effectiveness of our control of those risks. 

A vivid example has to do with the placing of genes from one species 
into another, and what it might mean to the public at laree or to 
those involved in the experiments, when these new types of life are 
. created. 

The scientists who are involved are very cognizant of this problem 
and have addressed themselves to it in a thoroughly commendable 
way, in attempting to develop guidelines for their own experi- 
mentation. 

At the same time, I think that the participation of scientists alone 
in decisio nmakin g on these issues is inadequate and my remarks are 
directed specifically to that point. 

As a general background, I would like to make two or three com- 
ments which I will not take the time to defend in detail. 

The first is that knowledge including scientific knowledge is public 
property. It is developed out of the experience of all of the people who 
nave gone before us, and it is the property of those who live today. 

Scientists and teachers have the obligation to interpret knowledge 
in ways which will be useful for those who are living, who need the 
knowledge and can use it for their special purposes as, for example, 
recovering from illness. 

Now, if one looks at the knowledge in this sense, then one has to 
define a set of relationships between those who work with knowledge, 
such as the scientists, and the citizens as a whole. One of the reasons, 
in my view, why this issue of genetic manipulation has posed such 
concern is that it exemplifies the way in which knowledge might in- 
advertently serve the purposes of harming rather than aiding the 
people of this or other countries. 

Therefore, while the techniques that Dr. Cohen was speaking of do 
not represent qualitatively new and necessarily unique capabilities 
of scientists, they do represent a development of scientific knowledge 
where the potential outcomes are particularly vivid, and where the 
harm could De substantial. 

To my mind, this forces us to examine the appropriate relationships 
between the development of scientific knowledge and the citizen’s 
receipt and use of that knowledge. 

The issue is analogous to the relationship between physicians and 
people who. are ill. The analogy b partly strained but basically 
applicable. 
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I would summarize by saying that we need in this setting a social 
mechanism of informed consent similar to the informed consent we 
seek from a patient prior to the use of a diagnostic or therapeutic 
procedure that might be harmful. 

Over the centuries, the nature of human experimentation has been 
addressed, and various principles developed which allow for the 
doctor-patient relationship to reflect the ways in which society views 
such experimentation and potential harm in a medical setting. 

Generally speaking, there are three components to every code of 
behavior that has-been developed. The purpose of -the experiment or 
the treatment must be very high and unattainable in other ways. The 

E robable gain must outweigh tne probable risk. And the subject must 
e fully informed of the nature of the experiment or treatment, assent 
to it freely, and be able to terminate it at will. 

In my view, these principles apply as well to the relationship among 
science, its powerful potential particularly in application, and the 
public at large. 

We should find ways in which the public will understand the pur- 
poses of a scientific study or the application of scientific knowledge, 
be able to weigh the benefits and the risks, and be able to interact with 
the project itself as it proceeds in terms of whether it is meeting the 
accepted standards of safety and risk, and is worth pursuing. 

If this is not done, then the scientific development of knowledge 

E roceeds outside of a relationship to the society at large. Scientists, 
y force of this circumstance, become isolated and, although they may 
be highly expert in certain areas of thought, risk becoming inexpert 
in their relationship with citizens and society at large. 

That circumstance deprives society of an understanding of how its 
knowledge is being used, and deprives scientists of an understanding 
of the impact of their thought and action on their fellow citizens. 

To my mind, therefore, the solution to the problem lies in careful 
forethought, vigorous testing before new procedures are applied, and 
broad consultation and agreement between those who are proposing 
a given action and those who will be affected by it. 

There are very practical ways in which this can be done, though 
perhaps the purpose now is not to get into specific detail. But I would 
stress that we can define far better than has been done, means whereby 
those of us in the scientific and medical communities confer with 
citizens at large concerning the work we wish to do, and obtain 
their reactions, thoughts and concerns. Then the decisionmaking 
about the applications of science, about the ways in which science 
should develop, and perhaps about certain specific types of scientific 
experimentation could and should rest public bodies working in 
consultation with scientists. Through this public mechanism, the 
benefits and risks could be identified, and mechanisms obtained for 
assessing the outcomes as we are in the process of carrying out-the 
studies. 

Such a social relationship is missing. We are struggling toward it 
in our efforts to define the ways in which contemporary, potent, 
technical means of diagnosis ana treatment affect the doctor-patient 
relationship. We need to stuggle for it in the scientific arena, seeking 
to define ways in which scientific investigation and applied science 
shall affect society at large. 
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To my mind, the issue is not an issue of antiscience or anti-intellec- 
tualism. It is an issue of achieving a healthy relationship between 
science and citizens, an essential partnership between those who 
practice science and those who are affected by it. 

Thank you. 

Senator Kennedy. In practical terms, how do you do that? 

Dr. Holman. I do not know the best way, but I can give you a 
specific proposal. 

The Department of Health, Education, and Welfare, the National 
Institutes of Health and National Science Foundation, deal with 
the support and development of science. Those agencies should have 
associated with them groups, of citizens representative of all segments 
of society who address the question of how scientific research should 
be interpreted and acted upon by citizens. Such groups would have to 
be study groups, willing to commit time and effort to the task. 

Dr. Cohen is correct when he points out that a number of the review 
bodies currently used by these agencies are appropriate. But the 
characteristic of these bodies is that they are populated by scientists 
and medical people. The citizens are in the action as an afterthought. 

A review of the ways in which the public should learn and act upon 
science is the necessary first step. There are many individuals of 
many different backgrounds who could address this question very well. 

To give you a specific example, those of us involved with patients 
with serious illness who have attempted to bring those patients to an 
understanding of the nature of the illness, the inadequacies of present 
medical knowledge, and the dangers of our procedures for diagnosis 
and treatment, have been struck by the capacity of patients to under- 
stand that information and act upon it. Often, if the disease is chronic 
and runs a long course, they participate equally with the physicians 
in the decisionmaking. 

I do not know exactly how to apply that relationship to science. 
But I suspect it can be attained. A way to start would be through a 
commission to explore the relationships. 

Senator Kennedy. That is very useful. 

I would like to work with you to try and develop some kind of study 
which would do that. 

I think it would be very useful and very helpful. 

I gather just from both listening to you and following your state- 
ment here that you feel there should have been more of an input in 
terms of the nonscientific community in reaching these decisions in 
terms of the continuation of research or determination of some re- 
search or the protocols in terms of safety in research? 

Dr. Holman. Yes; in this specific instance, what Dr. Cohen and 
his colleagues did waa thoroughly responsible. They were under a very 
real pressure) generated by their own consciences. They addressed 
themselves to tne issues very well at the Asilomar conference. I have 
no retrospective criticism of what they did. 

But in terms of the needed new relationship, public considerations 
and public participation were not adequately present at Asilomar. 
They did have the press; they did have some public representatives, 
but the issue of the relationship between science and the citizens was 
not focused upon or debated. 

The issue is, where do we go from here? Can we build upon the 
beginning steps at Asilomar to bring the citizens in appropriately and 
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establish a set of concepts, codes if you will, certainly practices, that 
can govern this type of penetrating scientific research and other simi- 
lar types in the future. It is an ongoing process. We can be grateful 
for what they did. We should now seize the opportunity to build upon 
that. 

Senator Kennedy. What do you see as the dangers if we do not go 
that route? 

Dr. Holman. How much time do we have, Senator? 

I risk overgeneralizing, because I do not want to take too much 
time. I see very real social risks. I view this country as run by the 
consent of the governed. We may depart from that. But when we do, 
we should attempt to recover. 

The governed, in order to give consent, must understand the issues 
upon which they are consenting. Today, when the governed provide 
their moneys and their authority to a particular action like medical 
or scientific research, they are giving consent, unfortunately at times, 
without having the knowledge in advance. 

If then the project runs its course with the public seemingly en- 
dorsing an action but not understanding it, and the action has unde- 
sirable consequences, we begin to have a citizenry that is withdrawn, 
is hostile and apathetic. It feels it cannot influence matters. Govern- 
ment is out of control, consent of the governed is not applied, de- 
mocracy is not operational or effective. Those who have found a way 
of getting the authority without the appropriate citizens’ consent, 
begin to feel that they have a special role, that they are somewhat 
better than others. They may be expert in their special fields, but that 
excellence does not extend to their political impact. Gradually we 
come to a situation not of a partnership in social endeavors, but of 
manipulation of people by experts. 

That to my mind vitiates democracy and certainly undermines the 
concept of the consent of the governed. 

People will say ic is difficult to understand science and its social 
impact. I gave you an analogy in terms of medicine, which I think 
indicates the citizens can understand when given an opportunity. If 
giving them an opportunity requires delay, then delay we should. 
They should have the opportunity to understand and to act upon that 
knowledge. 

By rectifying this situation, I think we can achieve the appropriate 
relationship between science and citizens, and avoid a serious under- 
mining of the democratic process. 

Senator Kennedy. Dr. Brown. 

Dr. Brown. I spend most of my time doing experiments and that 
gives me some ability to judge the research product, my own and that 
of others. 

I think it is important for me to say what I am not qualified to do; 
what I am not an expert witness in, and I question whether any of 
us are in fact; and that is to actually make broad statements about 
the applications of science and their moral and ethical consequences 
I have very strong opinions about these matters. But I do not consider 
my views on the uses and conditions of science any more or less 
enlightened than any other scientist. 

I think these broad decisions need in fact participation of society as 
a whole, but there are three areas in science which I firmly believe the 
scientists themselves must be responsible for. ' - 
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First, they should be the sole judges of the quality of biomedical 
research. 

Second, scientists must have significant inputs into insuring the 
safety of their research, which was done at Asilomar, I believe. 

Finally, I believe that the goals, priorities, so to speak, of medical 
research and society as a whole will be served best if scientists can 
pursue the ideas and leads that they determine to be most produc- 
tive — essentially to decide on the field of endeavor they want to follow. 

Senator Kennedy. You do not think even in the very beginning, 
even at the inception of research that there is a role of public aware- 
ness or input? 

Dr. Brown. I think science is sensitive to public awareness. I 
think the policies, public problems, hit scientists just as they do anyone 
else. I think the way of movement of science in general areas, even 
by their own volution, clearly reflects that social awareness. 

Senator Kennedy. You do not think the question about whether a 
society may or may not want to pursue, given a particular lead, is a 
matter of importance 

Dr. Brown. I do not even believe that scientists are really qualified 
to state at the inception of a branch of research in which direction that 
research is going to go. I think that my own feeling is that the search 
for knowledge and truth really should go wherever it leads. It is the 
application of this knowledge which is where we really lack wisdom, 
in my view. 

Senator Kennedy. Well, you mean the public is brought in after 
it is pretty well worked out; is that what you- are saying? 

Do you not think they have a role in terms of the inception or the 
direction of research? 

Mr. Brown. I think we are uninformed even among scientists of 
where the next breakthrough is going to come from, where the next 
socially beneficial thing is going to come from; but I cannot envision 
any panel which would nave the vision to carry out this task. 

Senator Kennedy. Well, then, is it that present modalities are not 
sufficient to deal with this, or is it that you are opposed to trying to 
get some kind of input and some public involvement or participation of 
expression, when you are moving into new areas of departure or new 
fines of research, such as we are considering here this morning? 

Dr. Brown. I think the public has a great deal to say about the 
risk of these things. I think it is a great responsibility for scientists to 
explain the risks of what they do. 

Perhaps they have not always been successful in this. I think it was 
one of tne things which Asilomar or the scientists of Asilomar tried 
to do. But what 1 do object to is the weighing of the risks versus 
benefits. I think the risks must be treated by themselves. 

I can think of no research so beneficial that it should be permitted 
to be done with risks. Risks should be minimized no matter what 
happens. But the process of this weighing of risks versus benefits is 
not something that I know how to do, nor do I believe any other 
members of the panel here know how to do, nor in fact can I think of 
any group of people whom I believe to be visionary enough to do this. 
Tins is at the level of the exploring of knowledge. This is not at the 
level of applying this knowledge. This is quite a different matter, it 
seems to me. - 
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Senator Kennedy. Then scientists are going to make that decision; 
is that right? 

Dr. Brown. Scientists make decisions from the scientific point of 
view of what the problem looks like, what is now ready for solution^ 

What area of research is now ready for exploration. * 

He does this from his experience, his studies, his consultation with 
other scientists. 

I believe that all of this research has a potential for good and poten- 
tial for bad. We cannot really weigh the bad versus the good ahead of 
-time.Jf think you cannot even outline an area of research, even one 
which was completed some time ago where we could even now weigh 
the good versus the bad very effectively. 

Senator Kennedy. Proceed. 

Dr. Brown. Bionetical scientists have been regulating the quality 
of their product for years. It is considered a major responsibility to be 
appointed to the editorial board of a scientific journal or the reviewing 
panel of a granting agency such as NSF or NIH. Scientists are judged 
and criticized by their peers. The publication of their research papers, 
the evaluation of their research proposals and, ultimately their ad- 
vancement, are largely in the hanas of their peers. This system of peer 
review works because there are strict rules for scientific success which 


the scientific community understands and accepts. As a taxpayer, I 
would be delighted to see this peer review by merit applied to all 
federally supported research and development. 

Now, the safety of science has been discussed, and I do not wish to 
summarize the description of the Asilomar meeting; but at the same 
time I want to emphasize certain things. 

First of all, scientists were assembled to assist a very restricted 
matter of safety; that is, the risk of their own experiments. It was 
judged that new novel bacteria, with the new genes in them, could 
conceivably now be more infectious than they were before. That really 
was the issue. So scientists were actually in a sense dealing with 
something that they had known before, and how to deal with before. 
They joined together with other scientists who had plenty of ex- 
perience dealing with infectious bacteria, far more infectious than 
anyone would predict at these particular even new altered bacteria 
might be. 

Now, they joined together to draw safeguards and logical contain- 
ment-type rules, to keep these new bacteria within the laboratory, to 
make certain they did not get out. This was in fact the limited goal of 
safety assessment. There was no discussion of the applications of this 
research and the potential danger of these applications socially. There 
was not time for it. It was a very limited discussion. 

The physical containment; that is, the issue of how one keeps bac- 
teria from getting outside the laboratory, was coupled with what I 
believe to be an extremely important new concept of safety of re- 
search, that was something which was called biological containment. 

The idea was in fact to weaken the bacteria, even with its new genes 
to put additional genetic changes in the bacteria so they would be so 
weak that they could not grow outside the laboratory at all, even if 
they were released, even if purposely — and that I think is a very 
important concept. 

For example, some day in the future this particular type of exper- 
tise might be used, for example, to destroy some pollutant, like per- 
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haps geneticists will produce a bacteria which would degrade the oil 
which is spilled from the tanker. In order to do this, they would have 
to spray bacteria and basically release it into the environment. If 
that is the case, it should be very important that this bacteria does 
not pose a worse problem than the actual oil itself, which it was de- 
signed to treat. And the geneticists at Asilomar came up with a very, 
I think, reasonable and novel idea. The idea is that after the bacteria 
in this hypothetical argument that I am giving, after the bacteria eat 
the oil, they would then destroy themselves. Tney would basically be 
biodegradable. They would not accumulate in nature. 

Another example is, we can think back upon it in retrospect; sup- 
posing when insecticide DDT was first developed, its long-term effect 
on living things could not have been predicted, and it was not pos- 
sible to envision that they would accumulate within the shells of birds, 
the DDT. These affects could have been minimized, perhaps avoided, 
if the chemical could have been modified so that it was unstable in 
nature; that is, so it did not accumulate. 

We all know now examples of how this type of reasoning might 
have helped against accumulation of substances in the environment. 

I think there are two areas where scientists must have a role in 
safety. 

First of all, they are the first to recognize the potential hazards of 
their own work. They must bring it to the public as was done in 
Asilomar. 

Second of all, scientists have a special expertise to reduce hazards 
in a creative and constructive way. I believe that was in fact done at 
Asilomar. 

Finally, it has been argued and it will be argued continually that the 
public takes the risk; so why should they not have a vote? Even 
exercise a veto over research by means of a process called weighing 
risks against the benefits of science? In fact, we just heard an example 
by Dr. Holman, and that is analogous to the way the physician treats 
his patients. I do not believe that is a valid analysis at all, as a matter 
of fact. 

The phrase then implies that we know how to weigh benefits. And I 
think that this is almost invariably never the case. 

In discussing the problem of weighing benefits, I wish to use the 
term “nondirected research.” By this I mean research carried out by 
an investigator on the subject of his choice. Nondirected research can 
be either fundamental or applied in character. 

I believe that scientists and nonscientists, advocates of nondirected 
and mission-oriented research alike have exactly the same goals — to 
advance the well-being of society. There may have been a time when 
scientists were not responsive to social needs, but that time has gone 
before I entered science. Our debate before this committee is not on 
the goals of science but how best to attain them. 

Can we solve biomedical problems such as cancer, by fielding 
Manhattan project-type, “mission-oriented” research teams with 
specific practical objectives? 

Alternatively, should scientists themselves decide which scientific 
problems are ready for solution? Experience has taught us that we 
must choose the latter course. ... T 

Let us put nondirected versus mission-oriented research into 
perspective. I could list at least 15 important biomedical problems 
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whose solution we could all agree would benefit humanity. An advance 
in any one of these fields would relieve untold human suffering. For 
those who prefer to cost account research, an advance in any 1 of 
these 15 problems would repay the costs of all biomedical research. 

The practical, mission-oriented approach toward their solution 
doesn’t work because we don’t have enough information on normal 
biological processes. We know from experience that these major bio- 
medical problems will yield gradually to research but nobo dy can 
predict which one will he solved first or from what research project 
the next major breakthrough will come. It has been pointed ou t that 
a practical approach to polio research in the 1940’s would have resulted 
in the development of better iron lungs, whirlpool baths, and pros- 
theses, but not in the prevention of polio. 

A crash program directed to the solution of one biomedical problem 
inevitably will weaken support of the others. For example, important 
areas of research have been limited or curtailed to provide funds for 
the national cancer program. One field which suffered was research 
on photosynthesis; it was assigned to low national priority. It is now 
being supported, as I understand it. But we wonder how much of the 
research in photosynthesis was inhibited and curtailed by the temp o- 
rary lack of support which occurred. 

I wish to summarize what I believe the roles of scientists and non- 
scientists to be in this joint venture to reduce human suffering. Non- 
scientists must decide the importance of biomedical research in relation 
to all the other pressing national priorities. The practical applications 
of scientific discoveries and their moral and ethical consequences are 
matters which will need the collective wisdom of all society. However, 
the selection of who shall do research is a matter for scientists to 
decide on the basis of merit alone. This decision should be made on 
the quality of research without regard to a judgment of its relevance. 

Earlier, I raised the question of whether the risks of Science can be 
weighed against their benefits. My answer is that the risks of science 
to society must be reduced to a minimum no matter how great the 
anticipated benefits. On the -other hand, experience has shown that 
neither nonscientists nor scientists can measure the future benefits 
of a line of research with sufficient vision to direct the overall prioritie s 
of research. There is a very simple solution to this apparent dilemm a. 
We should permit scientists to choose their own projects and req uire 
that their research be of highest quality. Quality is something that 
can be measured. The decision of what science is good and the re- 
sponsibility to reduce the risks of this science to levels acceptable to 
society must be borne by scientists. 

Senator Kennedy. Just before hearing from Dr. Gaylin, I want to 
give Dr. Holman perhaps an opportumty to respond to those com- 
ments. 

Dr. Holman. I would be willing to, but could we hear from Dr. 
Gaylin? I know he has to catch a plane. 

Senator Kennedy. Fine. 

Dr. Gaylin. I would try to be brief and summarize my statement 
which you all have. 

I might start by saying the distinction that Dr. Brown makes be- 
tween nondirecteo research and directed research for science and 
technology is one which scientists make all the time in their plea for a 
free scienco. 
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I think the problem is that the conditions are changing; that there 
is very, very little that we are considering now that is nondirected 
research. 

To go over the Asilomar conference with some care, they are talking 
about certain applied technologies. I might be inclined to agree with 
him on the nondirected aspects of it. But indeed in the applications 
for grants to the various institutes of NIH, National Science Founda- 
tion; these are accompanied by the potential values where they ex- 
pect to go, granting tnev do not always know. I think, however, the 
purposes as stated should be taken with seriousness, as though this 
was the intended purpose. I do think the Government whicn sub- 
sidizes such research does have, it seems to me, a legitimate reason 
to say this direction which you hope you will venture toward is one 
we do wish or do not. 

Benefits and risk are always difficult. I do not know of operating 
any area of my life without evaluating benefits and risks even while 
acknowledging my failures as a prophet in many of them. 

I want to address very briefly in my remarks here not specifically 
to this research, but to call your attention to the fact, Senator, that 
this research is characteristic to what you have been hearing and are 
going to be hearing, and it does not matter whether we are talking 
about general mampulation or whether we are talking about psycho- 
surgery or talking about the capacity to do experimentation on the 
fetus or whether we are talking about the very exciting new potentials 
for neonatal conditioning. You will be coming across a basic problem 
which is the only part of this to which I wish to address myself, and 
that is the public interest in the regulation of science and its 
technologies. 

I think there are three questions that come out of that, and only 
three that are important, although each one could be argued for 
hours. 

The first is, does the public have the right to regulate scientific 
pursuit? 

Two, can the public intelligently regulate science, that is, does it 
have the knowledge, the ability, the expertise. 

Three, should the public regulate science, and if so, what are the 
appropriate methods of control? 

The rights of-the public to intrude in the scientific establishment are 
often established on the failures of science. That I think is unfortunate. 
Dr. Cohen in his testimony said we do not anticipate any disasters. I 
might point out that it is of the nature of disasters that they not be 
anticipated, otherwise they would have been prevented. So the most 
serious disasters of science have- always been unanticipated ones. 
Even then that is not argument on which I want to base my case. I 
think it is the success of science which makes it part of the public 
domain. Success in service of society may gain profit and prestige, 
but the scientific community is confused if it thinks it gains freedom 
and autonomy. It is because it has become and indispensable part of 
our common culture. 

Because we can no longer do with it, like water and air and other 
essential supplies, it must enter into the public governance and the 
public domain. It is one of the ironies of existence that those who 
control the essentials for survival in a democracy become the servants 
of society, not its masters. 



So I think there is an essential right for us to control it because of its 
very success. It is no longer a comfort and care thing. It is essential to 
a way of life we now have; indeed, to the nature of human beings or 
the nature of our children. 

Those are factors which are a product of success of science; and 
those are the kinds of decisions which no longer are scientific. 

That brings me into my second point. 

Senator Kennedy. This sort of public participation, public in- 
volvement; it has been a fairly recent phenomenon, I would think, in 
terms of general kinds of political dialog; and the idea that you had 
this kind of public participation in a wide variety of endeavors has 
been fairly recent. 1 suppose scientists can say, “Look, I think we 
have done pretty well by society so far. We have been making deci- 
sions; we have been the ones establishing priorities; and here we have 
the m ost techno logically advanced society in the world; have the 
historical advances in science; and people come up now with public 
participation and public involvement. And we have done pretty well 
m the past; and why do you say now that we have to be included?" 

Dr. Gaylin. My answer would be twofold. One is that the honey- 
moon is over. There have been some disasters. Ecology disaster is one 
that has impressed the public. 

I am afraid if there is defensiveness in scienee; as there has been 
at a recent National Academy of Sciences meeting, which was very 
defensive and vcry adversarial in its tone, what you are going to 
find is a frightened society no longer seeing science as the only provider 
of great benefits of the future, turning to often hurried and often 
rhetorical, often frantic legislation. 

I think science for its own sake would be wise from this point to 
open the doors to knowledge. It is quite translatable. It is not that 
difficult. 

Obviously, no Senator or Congressman really understands the 
necessities of physics of making the atomic bomb. It is unnecessary 
for him to, to make decisions whether they should be made or 

Senator Kennedy. They may be asked to make it with the Bauman 
amendment on National Science Foundation. We may be asked to 
become the scientists. 

Dr. Gaylin. The second point I want to raise is: Can the public 
intelligently supervise science? I want to make the point that because 
an issue anses within the territory of science, is couched in the tech- 
nology of science, and phrased with the language of science, does not 
make it a scientific issue. While the nature of the questions may require 
scientific expertise to understand them — this is an understanding 
that can be readily translated and interpreted for the uninitiated — 
and the nature of the solutions are never scientific. We must not con- 
fuse the packaging with the product. 

This is where I think successful science has become so great that 
it is dealing with fundamental things where the scientist himself is 
often inexpert, because his training is so specialized, so early, he is 
making decisions in which he himself is the inexpert. Granted, this 
is often in the application of it. 

I can give you some examples, and if there is time lately perhaps 
I will. 

But let me proceed; and then you can ask the questions. 
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Now, there is no scientist that you are ever going to call up here 
who is not going to admit the public interest. That would be rude 
and discourteous when eating off the public table to say they have no 
interest in. their manners or behavior. All of them are going to teU 
you that the public indeed has an interest because they are aware 
that you pay the bills. If they thought this was a noble individual 
activity, they would have no demand on the public coffer. The 
problem will be always in where and when, and they will raise the 
question of how you are to enter into the process. 

The National Science Foundation, for example, has been more 
articulate than certainly the National Institutes of Health in its com- 
mitment to the ethical, moral, and political issues. Yet, in its budgets 
for the past 2 years, it has budgeted — and I must say that I tend to 
see the budgetary line as one of the true indices of interest in any 
agency or any individual — I know it is important to me about how I 
spend my money, and I assume this is true of agencies which have 
control of their money — but the National Science Foundation, which 
has spoken more to the issue than National Institutes of Health has 
budgeted something like $200,000 to $400,000 out of budgets running 
• from $200 million to $500 million. If my mathematics is correct, this is 
less than one-tenth of 1 percent of their funds for potential implica- 
tions, politically, socially, and morally, of their research. And all of 
this research is not pure research. I would say the majority of it ends 
up being research with definite applications. 

So that the problems here whicn Dr. Brown mentioned, may I just 
say, that one of the mechanisms that he feels unhappiest with is the 
peer review system, but there are no divisions of experts in this difficult 
interdisciplinary field of the social applications and here I would take 
his distinctions between applied science, at these various agencies, at 
NIH, who are capable of interpreting the implications of some of this 
scientific research. So what they do is they tend to turn to the very 
scientists who feel threatened for expertise. 

The scientists, in judging philosoptucal and legal research, will use 
the language and tools of bench science with such incredible naivete 
as to either be expressive of their hostility to the research or thier 
ignorance. 

The elaborate tests for research designs in the bench sciences seem 
as nonsequiturs to the philosopher, political scientist, lawyer. Kant 
could be rejected for having had an insufficient data base. 

Where are the “testable hypotheses” of the New Testament? What 
was the “reproducible methodology” of Darwin? And of what value 
are those dialogs of Socrates whicn manifestly demonstrate an “un- 
willingness to reach conclusions.” 

I am trying to say These are times which serve science well. When 
you ask a bench scientist to judge — and I am talking about applied 
research with its possible influence on the society at large — he tends to 
utilize these various terms. They are so inappropriate that one does 
often question whether it is just ignorance of the methods of the 
research or whether it is a way of expressing his hostility. These are 
important issues. Prof. Paul Freund was visiting us at Columbia Law 
School last week; and he said in his prediction the most important 
field of developing law in the next 50 years will be the law of new 
biology and law and potential control of it. So it is dominating the 
law of the future. 
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So I think that my second question is: Can the public intelligently 
regulate science? Does it have knowledge and ability? Yes; because 
most of the questions about which we want regulation are questions 
which technically speaking are no longer scientific questions; and 
that is something that often the scientist does not seem to recognize. 

When we consider whether we ought to exercise these rights of 
governing and how, you leave the easy question of generalization, it 
would have to go to both issues. Obviously you can legislate. 

I can understand, as you can, the nature of risks. I would like to say, 
for example, to take again Dr. Cohen's model and put it upside down, 
that it may indeed be that the public representatives will feel that 
certain subjects can best be controlled by self-discipline and will 
turn over the control mechanisms in those, areas to the scientific 
community itself. This is certainly a legitimate position, But then, the 
scientific decisionmakers will be seen as the surrogates of the public 
and, as such, the servants of the public’s needs ana wishes. They may 
in the end be vested with the same power as now, but with the knowl- 
edge that it is with the indulgence of the community at large, whose 
instrument they are, that they enjoy and exercise the power. 

Now, I would like to just summarize what I feel as far as specific 
interventions. 

Obviously, the power of budgeting is one. Certainly divisions 
within the granting agencies where there is some expertise. I know you 
cannot just go out and get a representative of the public, but the 
Asilomar Conference had visitors or guests — I am not sure whether 
they were first-class citizens or not in terms of lawyers; and I think 
they contributed a great deal. 

One of the points that was made, the education of the scientists by 
the lawyers, and I would like to quote Alexander Capron; he said: 

In legal systems which are based on public sovereignty, it is the right of the 
public, through the legislature, to reach erroneous decisions — while it remains 
your right, the scientists, and it’s probably your obligation, to lobby against such 
decisions, but to abide by them in the meantime. 

I think it is unfortunate that, after all, those who have pursued the 
scientific research do so young and they make their achievements 
young and general education of the scientists often is neglected. 

My last plea is to point out that sometimes my tone sounds more 
adversarial than my intention is. There are few villians and few heroes 
in these battles. We are all potential victims, and all potential bene- 
ficiaries. Arrogance and ignorance are the only enemies. There, is a 
challenge here to the scientific community to temper its pride in 
accomplishment and ambition for progress, with a sense of terror at its 
power for abuse ; there is a special challenge to the scientific community’s 
most prestigious agencies to lead that community to a more visibly 
modest awareness of its dependency on the public at large — including 
its critics; and there is the responsibility of the critics of science to 
realize that polemic is unproductive. And that overzealous and 
unsympathetic emphasis on potential abuses of research, ignoring 
promise, may ultimately yield a disservice to those very values ana 
purposes which they seek to protect. 

Senator Kennedy. Dr. Cohen, you look like you want to speak. 

Dr. Cohen. I do want to make clear that I am not arguing that 
scientists should be free from public scrutiny or that nonscientists 
should have no participation. 
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My position is that the public does have a right to be involved in 
decisions that affect public safety and the use of public funds; but I 
also believe that suitable mechanisms currently exist for such public 
participation. Certainly, the public’s role has been and should be most 
direct in decisions about the applications of basic scientific knowledge, 
as contrasted with primary decisions about the search for knowledge. 

For example, wnether or not basic scientific knowledge in tne 
field of nuclear physics should be used to construct an atomic bomb 
certainly was a matter in which the public not only had a role but 
the public through its elected representatives made- the primary 
decisions. However, I believe the question of whether scholarly 
research in nuclear physics should be carried out is quite a different 
kind of decision from one to use basic knowledge for a particular 
application. 

Nevertheless, the public should have a role in decisions involving 
even the basic scientific research it supports, and it does. 

This occurs through its control of funding, and through public 
participants in the peer review process, I am not arguing that the 
public must rely entirely on scientists to act responsibly. 

Dr. Gaylin. Senator, I think the ultimate power is the funding; 
but it is a double-edged sword. I am not sure that Dr. Cohen is asking 
now for Congress to say if they do not understand, to cut off funds. 

I would hope there would be intermediate mechanisms, although I do 
think funding power is the ultimate power. But it is a double-edged 
sword because if I can say anecdotally for a moment about 4 years 
ago there was an emphasis on the part of some of us in Hastings to 
publicize some of these issues so that the layman would know aDout 
the issues at hand. And to that end, I wrote an article and the medical 
educator who had formerly been a great friend of mine was in a fury 
with me for interfering with certain works that we had in common ~ 
and he was terribly upset. 

I knew it was not tne issue at hand. I asked him what theproblems 
were. He said, “That damned article you wrote.” I said, “What was 
wrong with it?” 

> “Full of errors of fact.” 

We sat down together, and he could not find any errors of fact. 

“Second, you went into the whole genetics area. What the hell do 
you know about genetics?” 

I pointed out 1 had interviewed five geneticists for the article, and 
three of them were Nobel Laureates. 

Then the whole issue came out: “Well, it was where you published 
/ it. What right do you have to publish information like this where you 

did?” 

~ It was published in the New York Times Sunday Magazine. What 
he meant bj' where you published it — I always thought that was a 
respectable published journal. It was that this kind of research was 
not respectame in any periodical because it had come out at a time 
that the medical center was coming up and he felt the kinds of issues 
for public information — well, you are in kind of a trap if you only have 
that to fall back on, if you only say we are going to take your money; 
we can cut off money, or you may find the money cut off; and that 
sort of thing. 

The Asilomar people did the best job I have seen with self-discipline. 
Yet it is strange that the participation of the public at large — and 
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I do not mean going out and picking out a woman at random or a 
black at random — I meant lawyers, political scientists, economists, 
and co9trbenefit analyses that might have helped some of the gentlemen 
to understand how there are particular other disciplines for evaluating 
a risk beyond scientific risk. 

Senator Kennedy. Have you got any sort of ideas about the way 
that you would make sure that that public involvement would be 
achieved in terms of the total decisionmaking process of this kind of 
research application? 

Dr. Gaylin. Yes; I would certainly call public funding agencies to 
greater accountability. More of their funds must be spent proportion- 
ately, for understanding of the political impact, agam of those areas 
of research where applicable. 

I think they neea interdisciplinary divisions. I do not think you 
call in necessarily a geneticist to understand the implications of 
genetic screening, for example, which may be psychological. I think 
they need a division to judge the research that is going on in these 
interdisciplinary areas. They do not have those capacities at this point. 

I think that some of the agencies of science itself might draw in 
people from other expertise, like political science, in economics, ethics, 
philosophy, whatever, to recognize the dimensions of their research. 

When they talk about risk, they are talking about scientific risk, 
because that is what they are primarily trained to see. When they say 
there is no expertise in moral, political, it usually means they are not 
aware; they — why should they be? They are not experts in this. 
These men, scientists, who must turn to experts, are willing to talk 
with expertise on subjects on which they are least expert because of 
their specialized training. 

Senator Kennedy. Dr. Brown, do you want to get into this? 

Dr. Bbown. I would like to pose a problem to Dr. Gaylin. 

Senator Kennedy. Fine. 

Dr. Brown. Perhaps they can make it clear to me. 

Dr. Gaylin, for example, in his testimony, talks about the creation 
of the atom bomb, and this should not be discussed. He says it would 
be appalling if it were deemed a problem in physics, the problem of the 
atomic bomb. Now, in the question of the 1920's and 1930’s, it was a 
problem of physics, clearly a problem of physics. Now, with hindsig ht 
of the misuse of nuclear physics all in front of us, and the dispute about 
nuclear fusion and powerplants and so forth, I would like to know 
that if you now could reregulate hypothetically the nuclear physics 
of the 1920’s and 1930’s, how would you do so, and what would you 
change? Have you in fact come to terms, even this late in the game 
of the risk versus benefits of the study of nuclear physics? 

Dr. Gaylin. I could take a more current example. For instance, 
the dialysis machine. This is technical training. Kidney disease is 
certainly a matter of medical pursuit. Yet, it is people like Dr. Jibner 
on the west coast who are saymg they have no expertise in the appli- 
cations of the use of this machine. No amount of knowledge of kidney 
disease tells you which priorities should go to whom, to what indi- 
viduals should use it. 

Now, if you ask me who does have the expertise, there is a whole 
tradition of equity, justice; we do not learn this necessarily in science 
courses in school, distributional justice. A man like John Rawls has 
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written a whole book on it, which might be helpful to read to see 
how we could equitably distribute some of the fruits of science. 

1 am not saying I could come up with an answer for you now. But 
I know just as I would turn to a physicist or engineer to help me 
construct a bomb, I might turn to a political scientist about the 
potential implications of that bomb in his field, and to an economist 
m his field. 

Dr. Holman. Could I comment on that question from Dr. Brown? 

I, too, am not entirely satisfied with this answer, but I will take on 
the question of physics in relationship to nuclear weapons in the 
following way. 

First, 1^ am not arguing for cessation or nonscientific control of 
scientific investigation. I am arguing for shared decisions about it. 
This would include the point that Dr. Gaylin mentioned, that the 
public may very well mandate the scientists to take the responsibility 
themselves for developing certain lines of work or for dealing with 
risks, et cetera. Therefore, in your analogy about nuclear physics 
research, I would not now argue — even though I think the fruits of 
that research have been misused — that the research should not go on. 
But I would argue that while it is going on that there be some form 
of dialog between those who are doing it and those who will be affected 
by it. They should explore their best understanding of the ways in 
which it can be used and misused. In parallel as the knowledge evolves, 
the social perceptions of its impact will then also develop to the best 
of our ability to make sensible judgments. 

Now, let me give you an example of what I mean. 

Long after the nuclear research was done — and actually after the 
first atomic weapons were used — while we were engaged in weapons 
testing, a number of issues emerged: The Nation was assured by the 
scientists and the Government representatives in the AEC that there 
were no risks. Neither the scientists who were initially involved nor 
the AEC recognized the existence of strontium 90 or iodine 131 in the 
fallout and subsequently in the milk supply. - 

It was only well after nuclear physics research had been applied to 
weapons that aspects which were clearly potentially quite hamful to 
thepublic became known. 

We can learn from that experience and say that it is necessary for 
us to move in parallel with the research to consideration of its social 
implications. We should not allow ourselves to be caught again in a 
situation where potentially a large number of people are affected by 
a failure of the scientific inquiry to deal appropriately with the con- 
sequences of its own work. 

Dr. Brown. I believe we all agree that the consequences of science 
are something to be very carefully looked at. But if we cannot, 30 
years in advance, look back on an area of research, and even now assess 
how serious and bad this has been for humanity, how good it might 
yet be, that is an area for — that is the area of nuclear physics — how 
should we do it for our genetic area? 

Senator Kennedy. Is it completely unlike the situation that Henry 
Ford describes where he says he could not possibly put a car together, 
but he can make a decision about size, about use, or about different 
kinds of policy questions and issues; or are we talking about some- 
thing entirely different? 
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Dr. Brown. I am sorry; I did not understand. 

Senator Kennedy. He says you do not have to be an engineer to 
run Ford Motor Co. ; that he can make decisions not knowing the 
technical problems of transformers and what happens inside in terms 
of fuel combustion and all of the scientific and engineering skills. Yet, 
he can make important decisions with regard to the automobile indus- 
try in terms of safety standards and other kinds of factors. I mean, 
is it completely unrelated? 

Dr. Brown. I do not think it is comparable. 1 think his goals — the 
goals for Ford Motor Co. are considerably different than scientists’ 
goals or biomedical research. 

Senator Kennedy. I mean in terms of one it is obviously a difference 
in profit and responding to stockholders and the rest; but in terms of 
responding to at least public kinds — if you underline sort of the basic 
ana fundamental importance of public consideration, should there be 
or — well, does everybody have to be an engineer? Does everybody have 
to be a scientist? I think this is one of the questions. 

Dr. Brown. Certainly not for the applications of our science; 
absolutely not. In my view, -for actual day-to-day experimentation, 
with the knowledge of what field is now ready for advancement, 
where we can push back, if you will excuse the cliche, the frontiers 
are faster and what is ready for it, that I think is not even a matter 
for a group of scientists to decide. I do not think individual scientists 
seem much more prodictive in making that decision themselves than 
even groups of scientists. 

Senator Kennedy. Let me ask, Dr. Gaylin — and I will only keep 
you 2 or 3 minutes; I know you have to leave — but let me get a quick 
reaction about whether the research scientific protocol should be held 
confidential, when applying for research money. Just a quick reaction 
from the panel. Do you think it should or should not ber We have got 
different proposals on thisjssue. Do you have a quick reaction on it? 

Dr. Gaylin. I really do not, Senator. I do not feel that I have 
examined that issue carefully enough to talk to it. 

Senator Kennedy.. Does anybody want to take a crack at it? Do 
you want to think about it and get back to me? 

Dr. Holman, doyou want to make a final comment? 

Dr. Holman. The question of what to do is not an easy one. I 
think the analogy with medicine has a lot to tell us. The fact that we 
are here today, that the Senate is concerned with these matters, 
underscores tne potential importance of defining the relationship 
between science and the citizen. 

In the field of medicine there have been efforts to define codes which 
govern physicians' interactions with their patients. I do not know of 
an analogous effort in the field of science. It would be entirely appro- 
priate to begin seriously to look into this question and develop a set 
of codes that will define that relation. 

Senator Kennedy. Dr. Cohen? 

Dr. Cohen. As I understand this discussion, there is agreement 
that the public should have a role in determining research priorities. 
In fact, as Dr. Gaylin has suggested it might, it delegates some of* 
that responsibility to scientists through the peer review process. 

There is also, I believe, agreement that the public should have 
major involvement in decisions about the application of knowledge 
acquired in basic scientific knowledge. 
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I think the substance of whatever disagreement there is here, is 
how the public can best implement its participation in these areas. 
I view the current mechanism as an appropriate and desirable way 
for the public to participate in determining the general priorities of 
science and in determining issues related to its safety. 

Dr. Holman. How do we define — this is a question to the two of 
you — how do we define priorities in a public sense, if we cannot obtain 
and make some sensible judgments as to the benefits of a particular 
line of scientific endeavor? 

As I understand it, your argument is that nobody has the wisdom, 
either individually or collectively, to predict the benefits that will 
accrue from scientific activity. And yet if I understood correctly, 
both of you agree that the public should participate in the develop- 
ment of social priorities. But I do not understand how that can be 
done without some sensible prediction of what might develop. 

Dr. Couen. I think the public already determines its priorities 
through its legislative bodies. 

Senator Kennedy. How are we supposed to know? I am in a legis- 
lative body. How am I supposed to know about it? 

Dr. Cohen. I guess by obtaining the best advice that you can get 
from those with special expertise and specific information about the 
problems that you are considering, ana then making your decision 
on the basis of your best evaluation of that information. 

Senator Kennedy. It would appear from earlier testimony that 
you ought to decide what ought to go on national defense and what 
ought to go on biomedical research; we ought to set those priorities 
and let it fly. I thought that was what Dr. Brown's suggestion was on 
it,_ and not interfere in it. 

As I understand. Dr. Holman says if we find that we are supposed 
to be at least establishing some priorities, that there is great nope in 
some particular areas; we ought to be able to understand that and 
be aware of that as well as be able to have some kind of input in 
terms of public involvement. 

Dr. Brown. You correctly quoted how I do feel. I believe in bio- 
medical research there should be a stable, long-term allocated money 
to biomedical research, to support high quality research. Now, 
superimposed on that, this can surely be what we consider short term 
also, short-term projects as well, which also, in my view, should be 
highly quality oriented and very carefully regulated. 

- Senator Kennedy. All right. 

We want to thank you very much. 

We are just beginning to deal with this. I know the panel has 
given a lot of attention to this. I think as a public issue of public 
awareness that this is really a new area; and I think there is going to 
be a great deal of interest and attention paid to it. 

We have been very fortunate, I think, this morning, to have four 
of the real leaders in this whole area of science research. Obviously, 
people have given a great deal of thought to this problem. We want 
to tnank you very much. 

The subcommittee stands adjourned. 

(Whereupon, at 12:31 p.m., the hearing in the above-entitled 
matter was adjourned, subject to call of the Chair.) 
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